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1 HaunmeHoBaHMe MeAULMHCKOIO 13aenusa

BUHT runcoBblii  GbicTpocxBaTbiBatowmiics GIPSET nofg TOBapHbIM - 3HAKOM
matopat B BapmaHTax UCNONHEHNA:

po30BbIi1, pasmep: 10cM x 3 M, 12cmx 3 M, 15cmx 3 M, 20 cM X 3 M.

rony6on, pasmep: 10cm x 3 M, 12cm x 3 M, 15¢m X 3 M, 20 cm X 3 M.

Genblin, pasmep: 6 cM X 3 M, 8cM X3 M, 10cmM X 3 M, 12cmMm x 3 M, 15¢cM X 3 M,
20cM x 3 M, 15 cM x 4 M.

2. CefieHnss 0 npousBoauTeNie M 06 YMNOsIHOMOYEHHOM MpeacTaBuTese
NPOun3BOANTENSA

2.1. B OTHOLIeHNX Npou3BOANTENA MEANLMHCKOIO N3aeNns:

2.1.1. OpraHusauyoHHo-NpasoBas opma W MosIHOe HanMMeHOBaHWe puan-
YecKoro /imua:

‘TORUNSKI1E ZAICLADY MATERIALOW OPATRUNKOWYCH S.A" (AO
«TOPYHbCKE 3AKNAAbl MATEPUANYB ONMATPYHKOBbIX C.A.»).

2.1.2. CokpallleHHOe HaMeHOoBaHMe KPUANYEeCKOro mua:

TZMO S.A. (AO «T3MO C.A.»)

2.1.3. Agpec (MecTo HaxoXxaeHns) HPULNYECKOro nua:

87-100 Torun, ul. Zolkiewskiego 20/26, Polska (IMonbLua).

2.1.4. MecTo Npon3BOACTBA:

87-100 Torun, ul. Zolkiewskiego 20/26, Polska.

2.2. B OTHOWeHMX ynosIHOMOYEHHOro NpeacTaBUTeNsa MPOU3BOAUTENA Me-
AVLIMHCKOIO M3fenus:

2.2.1. OpraHnsayMoHHo-nNpasoBasa (opma 1 MosHoe HauMeHOBaHWe HpUan-
YecKoro nmua:

OO6LECTBO C OrpaHUYEeHHOM OTBETCTBEHHOCTLIO «BEJI/TA BOCTOK»

2.2.2. CoKpalleHHOe HaMeHOBaHMe KPUANYECKOIo Snua:

OO0 «BEJINA BocTok»

2.2.3. Afgpec (MeCcTo HaxoXaeHus) HpPUANYECKOro amua:

140301, Poccuiickas Pepepaumsi, MockoBckas 0651actb, r. Eropbesck, yn. lpo-
MbILLIeHHaA, 4. 9, TenedoH: 8 (495) 726-55-25; e-mail: matopat-info@matopat.ru

3. Ha3sHaueHne MegMUMHCKOro u3gennsa ¢ ykasaHuem MoTeHLUUasIbHOro
noTpebutens

BUHT runcosblii  ObicTpocxBaTbiBatowmiicss GIPSET nog ToBapHbIM - 3HAKOM
matopat B BapuaHTax UCMNofHeHWs (danee - «M3genne» vnn «BUHT TMNCOBbLINY)
npefHa3HayeH 414 Co34aHNA UMMOOWIN3YIOLLEN MOBA3KM WIN TUMCOBBIX LUWH.
3.1. WHpopmauusa 0 noTeHUUasIbHbIX MOTPEOUTENAX MeAUUMHCKOro u3fe-
s

MepeBA30YHbIA MaTepuan npefHasHavyeH Ans XMpypriun, optonegun 1 TpaBMaTo-
noruun. TprUMeHseTca KBaIMULUMPOBAHHbIM MeLULMHCKMM MepcoHasiom B Nieveb-
HO-MPOMIAKTUYECKMX YUPEXAEHUSAX.
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4, OnuncaHve n3gennsa N PyHKUMOHaUIbHbIE XapaKTepPUCTUKM

4.1. OnucaHne MeNUNHCKOro nsaenma

Bnarogaps KOPOTKOMY BPeMeHM CXBaTblBaHUSA, OUHT TMUMCOBbLIN HE3aMEHUM Tawm,
rae Heo6Xxo4UMO HeMe[/IeHHOe NpuAaHne HeroABVPKHOCTM, Hanpumep, BO Bpems
MaHUNyNALniA, NPOBOAMMBIX B OMepauyvoHHOM 6/10Kke. Bpemsi cxBaTblBaHWUA OT 3
MUH 0 3 MuH 30 C., ABNSIETCA ObICTPOCXBATLIBAOLLMMCA TUMCOBbIM OUHTOM. OT-
NINYHO 3apeKOMeHoBa cebs B neamaTpuy 1 onepaLMoHHbIX 3asax.

N3penve npefcTtaBneHo B 6e/10M, pO30BOM W rony6oM LBeTax. BUMHT runcosblin
COCTOMT M3 Map/ieBOro GMHTA BbICOKOr0 KayecTBa, MOKPLITOrO C ABYX CTOPOH
NPUPOAHLIM MEeAVNUMHCKMAM runcom. CrneumanbHO nofobpaHHOe coyeTaHne rnnco-
BOro mMaTepwuasia, HaHeCEHHOro Ha MapsieBblil HOCUTEb, 06eCNeUYNBaeT HaUIOXKEHME
MPOYHOI MOBA3KM C BbICOKO KOHEYHON TBEPAOCTbIO. bnarofaps BbICOKAM MOKa-
3aTefiiM KayecTBa rmncoBoii KOMMo3uumm, UBeT 6UHTa paBHOMEpPHbIA, 6e3 Nonoc 1
noartekos. [ns ygo6ctea B UCMOMb30BaHWM OUMHT HamOTaH Ha BTYNKY (nepdopu-

pOBaHHbIVI CTEPXKEHb U3 I'IOﬂI/IHpOI‘II/IneHa).

MpumeyaHue: npyu HeO6XOAMMOCT M NPOU3BOAUTE/Nb pa3MelLlaeT MH(OPMaLMI0 HaynakoBKe 0 TOM, YTO
n3genve ABNAeTCA MESULMHCKAM - 3HAK «MO», a Tak>Ke MO>KeT OblTb HaHeceH QR-kof ¢ JoNOHW-
TeNbHOW UHhopMaLMeit 0 MELULMHCKOM U3Lennu.

4.2. Knaccuukaumsa MeMUUMHCKOro U3Lesns.

B 3aBMCUMOCTM OT CTENEHWN MOTEHLNAILHOIO PUCKa NPUMEHEHUS B MEANLNHCKUX
Luensax, MeauUUHCKoe u3fennme «BWMHT  TUNCcoBbIA  ObICTPOCXBATbIBAKOLLNIACA
GIPSET nop ToBapHbIM 3HAaKOM matopat B BapvaHTaxX WCMOMHEHWS: PO30BbIN,
pasmep: 10cM x 3 M, 12cm x 3 M, 15¢cm x 3 M, 20 cm X 3 M. rony6oit, pasmep: 10
cM X3 M, 12 cm X3 M, 15 ¢cm X3 M, 20 cm X3 M. Genblia, pasmep: 6 cm X 3 M, 8 cm
X3 M, 10cm X3 M, 12cm X3 M, 15¢cm X3 M, 20 cm X3 M, 15 cM X4 M.» OTHOCUT-
cA K Knaccy 1B cooTBeTCTBUM € EBponeiickon OAupekTnsoin 93/42/E3C.

4.3. TMoarotoBKa K paboTe n3genus

4.3.1. OnpefennTb 1 BblOpaTh pasMepbl U3LeNns, KOTopble He0OXOAMMO UCMOSb-
30Bath 419 NauueHTa.

4.3.2. OTKpPbITb N/IEHOYHBIA NaKET C U3L4ENTNEM.

4.3.3. BbIMbITb PYKW Nepea UCnosib3oBaHnem 13genus.

4.3.4. MNoarotosneHHoe U34enne UCnosb3oBaTh Mo HasHaYeHUIo

4.4. Tlopagok paboTbl C n3gennem

4.4.1. Tepep Havasiom paboTbl CeayeT HaLEeTb MepyaTKu.

4.4.2. Tlepep HanoXeHWeM Trurnca PeKoMeHAYeTCcAa Ha/loXUTb Ha KOXXY OpToneau-
YECKWI pyKaB WU/WUv NoarurncoByro NOBSA3KY.

4.4.3. MogrotoenTb BoAy Temnepartypoit 20 - 22 ° C,

4.4.4, TlorpysnTtb rUMc B 3apaHee NOAroTOB/IEHHYHO BOAY NMoA Yrnom 45° K ypoBHIO

BOAbI. BpeMFI MOrpy>xeHns He A0/HKHO NpeBbILaTb 5 CEeKYH[.

lMpumMeyaHue: HeobxoaUMO cob60aTh PEeKOMeHAYeMYHO TeMnepaTypy BOAbl, HEMPUEMSIEMO MCMO/b30-
BaTb BOAY Npu Temnepatype Bbiwe 25 °C! bonee xonogHas BoAa yBenMUMBaeT, a 6onee Ténnas cokpalla-
eT BpemMf HaHeceHUA W cxBaTbEBaHUA. a TakKXe 3HAUYMTe/IbHO YBE/IMYUBAET KONMYECTBO Tensa, Bblgense-
MOro U3fenveM BO BPeEMS CXBaTbiBaHUSA.

4.4.5. 3genve BbIHYTb U3 BOAbI N OTXKaTb.
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3anpelyaeTca: norpy»xatb B BoAy cpasy Aga OMHTa; cMauvBaTb U3genne [ofblue
YCTaHOB/IEHHOTO BPEMEHW; OTXXMMaTb HECKO/bKO pa3 (3TO CHMXKAET MIacTUUYHOCTb
n3genuns).

4.4.6. HaHecT runcoBbli GUHT KPYroBbIMW [ABVMXKEHMSIMA TaK, UTOObl KaKAbIN
CNelytoLMiA CNOI MepekpbiBasT NPeablayLLUmMiA Ha NOIOBUHY BbICOTbI.

4.4.7. BpeMA HaHeCeHMsi TUMCcoBOro OMHTa He AO/MKHO MPEeBbIAaTb Bpems mnna-
CTUYHOCTU - 2 MUHYTHI.

4.4.8. Tocne HanoXeHUs MoBA3KM Heo6XoAMMO 06ecrneynTb CBOOGOAHLIA [LOCTYI
Bo3ayxa B TeyeHne 20 MUHYT. 10 UCTeYeHMM 3TOro BPeMEHU MOBA3Ka MOXET NoJ-
BepratbCsa Harpyske.

4.4.9. Cnocob NpuMeHeHNs 13aennsa B KapTUHKaxX NpeacTasieH Ha puc.l.

A45'

1x

20 min

m*N
Puc.1. Cnocob npuMeHeHNs U3genna B KapTUHKaXx.

5. [okasaHus U MPOTUBOMOKA3aHWS K TMPUMEHEHUIO MEAULMHCKOrO
n3nenms

5.1. TloKasaHuA K MPUMeHEHWIO;

5.1.1. iMmo6unmsaums nepesioMoB M MaToNOrMyYeckn MU3MEHEHHbIX KOCTel U Cy-
CTaBOB,

5.1.2. IMMobunmnsaums TpaBMUPOBaHHbLIX 4YacTeil Tesla BO BpPeMs onepauui wnm
Moc/ie HecYacTHbIX CNyYaes;

5.1.3. Koppekuus n npodunakTnka geopmami.
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5.2. TMpoTnBOMNOKasaHUsA K MPUMEHEHUIO;

NHavBuayanbHas HenepeHoCUMOCTb MaTepPUasioB, U3 KOTOPbIX M3rOTOB/IEHO M3fe-
nve. Bo3MOXKHbI MO60YHbIE 3(IheKTbl: anfieprmyeckas peakums Ha COCTaBNAoLLME
marepuasbl.

Mepbl NPefoCcTOPOXKHOCTU: U3eNve NpefHasHauyeHo TO/bKO A/1 OLHOPa30BOro
MCNOMb30BaHNA, 3aMeHa MPOM3BOAMTCA MO HEOOXOAMMOCTU. PelueHne O Hanoxe-
HUW U30enns, 3aMeHe WM CHATUM NPUHUMAETCH KBaIM(DULMPOBAHHBLIM MeNLMH-
CKMM MepcoHasioM. He 1cnonb30BaTh NMoc/ie OKOHYaHNA cpoka rogHoCTK.

6.  TexHMYecKue XapaKTePUCTUKN MEAULIMHCKOTO U3aens
6.1. TlepeyeHb M onNMcaHMe MaTEPUASIOB MEANLIMHCKOIO U3AeNns

Tabnumua 1. CbipbeBOi COCTaB MeAMLMHCKOrO U3AeNns:

BapwvaHT ncnosHeHms

GIPSET, 6enbli

|‘|p0Ll,€HTHbII7I COCTaB CblIpbA KOMMNOHEHTHBIN coCcTaB
OT6eneHHas mapnsa 120 cm, HectepunbHad - WINNER

Mapna xnonkosas 4% . o
Medical. KuTai

17 - HUTOYHaA

rMncoBas cMech 95% FMnc MegnUUHCKKIA HaTypanbHblin. Tunc M3, Func Ane-
6actp - SAINT GOBAIN FORMULA, "'epmaHusa

PVP (nonusnHunnupponnngoH) - ASHLAND, Benbrus
Culminal M HPC 20000 S- ASHLAND. Benbrusa
1% Syntezol 37-20M - SYNTEZA, lMonbwa
Synexil - SYNTHOS, MonbLwa
Cynbgat kanua - BRENNTAG, Monbwa

CpepcTBa Knesuiune un
nnactuuumpytoLne

BTynka (cTepxeHb ¢
nepgopauneii U3 UCKyc- -
CTBEHHOr0 martepuana)

MonunnponuneH -100%, npoussoacTsa Inplast sp. z 0.0.,
MonbLia

GIPSET, rony6oi

MPOLIEHTHbIN COCTaB CbIpbs KOMMNOHEHTHbIN cocTaB
Mapna xnonkoBas OT6eneHHas mapna 120 cm, HecTepunbHasa - WINNER
4% . o
17 - HuTOYHaA Medical, Kutain
unc MmeAVUMHCKUIA HaTypanbHbliA, Func M3, Func Ane-
6actp - SAINT GOBAIN FORMULA, M'epmaHus
PVP (nonusuHunnupponnngoH) - ASHLAND. benbrus
Culminal M HPC 20000 S - ASHLAND, benbrus
0,99%  Syntezol 37-20M - SYNTEZA, Nosnblia
nnactuguuynpytowne Synexil - SYNTHOS, Monblua
Cynbgat kanua - BRENNTAG, lMNMonbla

Kpacutenb rony6oii ¢ [06aBKo ManaxmToBOro 3e1eHoro
useta - AO bopyTta 3axem, MNonbLia

funcoBas cMecb 95%

CpepcTBa Knesume un

Kpacutenb <0,01%

BTynka (cTepxeHb ¢
nepgopauneii U3 UCKyc- -
CTBEHHOr0 maTtepuana)

MonunponwuneH -100%, npoussoacTea Inplast sp. z 0.0.,
Monbla
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G1PSET, po30Bbiii

I_IpOLI,eHTHbIVI COCTaB Cblpbs KOMMOHEHTHBIN cocTaB
Mapnsa xnonkosas OTt6eneHHas mapna 120 cm, HecTepunbHad - WINNER
4% . o

17 - HUTOYHas Medical, Kutan
FMnc MeanUMHCKUIA HaTypanbHbIl. Func M3, T'unc Ane-
6actp - SAINT GOBAIN FORMULA, "'epmaHus
MonusnHnnnupponngoH - ASHLAND, benbrus
Culminal M HPC 2000 S- ASHLAND, benbrus
0,99%  Syntezol 37 W - SYNTEZA, lMonbLa

[uncoBas cMecb 95%

CpeacTBa Knesuiue u

nnacTuduLupytoLme Synexil - SYNTHOS, Monbwa
Cynbpat kanus - BRENNTAG, Mosbwa
KpacuTes <0.01% Kpacutenb po3oBbiii ¢ fo6aBKol pogamuHa - AO bopyTa

3axem, lMonbLia
BTynka (cTepXeHb C
nepgopaunedr M3 UCKyc- -
CTBEHHOr0 maTepuana)

MonunnponuneH - 100%. npoussoacTea Inplast sp. z 0.0.,
Monblwa

(PVP) nonMBUHWANMPPOSIULAOH OTHOCUTCA K CUHTETUYECKMM Mosimmepam. Tak-
YKe W3BeCTeH Moj Ha3BaHWEM MOBMAOH WM MOAMBMAOH. OB6bIYHO MCNO/b3YyeTcs
KakK CTabunmnsatop 1 AUCMePrmupyroLLmMid areHT. 310 06YCMoB/EHO CBOWCTBAMU MMO-
NMBUHUNMVPPOSIMAOHA U €ro CTPYKTYPOil. B CyxoMm Buje BeLLeCTBO NpeacTaBnset
CO60M CNOEHBIN TMIPOCKONMUYHbIA MOPOLLOK CBET/IO - XKENTOro uiv 6e1oro LpeTa.

Synexil (CnHekcwun) - BogHas AMCMEpCcUs BUHWMALLETATHOrO NosvMMmepa, nosyda-

emasi B Mpouecce amy/IbCMOHHOM NOAMMEPU3aU C UCMOMb30BaHWEM MOMIUBUHK-
NOBOrO CrvpTa B KayecTBe 3alMTHOrO Konnomga. Kak npasuio, UCMOb3yeTcs B
KayecTBe CBA3ytlollero BewlectBa. O6/1a4aeT  MOBbILWEHHOW YCTOMYMBOCTLIO K
BHELUHUM (hakTOpaM W BbICOKMM aHTWOMOKUHIOM (CBOWMCTBOM MPOTUBOCTOATb
C/IMNaHNIO).

Culminal (KynbMmunnan) M HPC 20000 S - npefcTasnsieT coboit TepmonnacTuy-
HbIA MOMMMEP, KOTOPbIA PacTBOpseTCcAa B BOAe C 06pa3oBaHMEM PacTBOPOB, BSi3-
KOCTb KOTOPbIX BapbUpyeTCs B LUMPOKOM AMano3oHe 3HaveHuid. ObnagaeT coBme-
CTUMOCTbIO CO MHOTMMW MOBEPXHOCTHO-aKTUBHbLIMW BELLECTBaMU W NOMMMepPamMMm.
B ropsyein Boge NpPoAyKT He pacTBOPSETCA.

Syntezol (CuHTteson) B 37-20M - cononumep 1-BMHWA-2-NUPPONINAOHA U BU-
HunaueTtata. CononmMmepbl BUHWNaLeTaTa ¢ BUHUIMUPPOSMAOHOM 06n1afatoT npe-
BOCXOZHbIMU M/IEHKOOOPA3yHLWMMN 1 KNEALWMMI CBOMCTBaMW, XOPOLLEA COoBMe-
CTUMOCTbIO C APYrMMM martepvasamm 1 CroCOOHOCTbIO PacTBOPATHCA B CaMblX
pasHo06pa3HbIX PaCTBOPUTENSAX.
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Tabanua Ne2. OcHoBHEIE pa3Mepnl OMHTAa MMNCOBOrO GLICTPOCXBATHIBAIOLLETOCH

GIPSET noa ToBapHbIM 3HaKOM matopat B BApDHAHTAX HCIIONHEHHA!

BapHAaHT HCNONHEHHSA IlInpuna, cmM Jdoanna, m
6+3% 3x3%
8+3% 3+3%
10+3% 333%

GIPSET, Geasiit 12+3% 3+3%
3+3%
0,
15£3% 4+3%
20+3% 3+3%
103 % 3+3%
1213 % 3+3%
GIPSET, roayboii 1543 % 3+3%
203 % 3+3%
103 % 3+3%
o 12+3% 3+3%
GIPSET, po3oBniii 15£3% 3+3%
20+3% 313 %
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TexHMYecKme XapakTepucTuKn n3genns
Tabnuua Ne3. PU3MKO-XMUYECKNE NOKa3aTenn 418 6UHTa rmncoBoro obicTpocxeartbiBatolleroca GIPSET nof ToBapHbIM

3HaKOM matopat B BapuaHTax UCMOSTHEHWUS:

HanmeHoBaHue napameTpa

MoBepXHOCTHAsA NNOTHOCTb [r/M"]

MpogomKNTENbHOCTD
naacTMYHOCTY Martepuana
(Bpems NnacTUYHOCTK)
[MUH]

Bpems cxBaTbiBaHMA [MUH]

MpoyHoCTb Ha n3rné [MPaj

M VIKpO6VI0fIOFl/IL|eCKaFI YNCTOTa

KonnyecTBo runca, BbIMbIBAEMOI0 BO
BpeMs HamokaHus [%]

BbinonHeHune

HanmeHoBaHMe napameTpa
Bpemsa cmaunBaHmua [c]
HanmeHoBaHMe napamMeTpa

KonnyecTBo ocbinasLlierocs runco-
BOro nopouwka [%]
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TpeboBaHuA
Monbckoii ®apmakonen, nsg. VI

He meHee 340

He gomkeH 6bITb Kopoye 80 % AeknapMpoBaHHOIO
BPEMEHW: MpU OTCYTCTBMM [aHHbIX, He [O0/HKHA
ObITb KOPOYe, YeM 2 MUH

He ponkHo npesbiwats 120 % feknapupoBaHHOTO
BpPeMeHM

Mocne 24 yacoB He MeHee 7.5

B 1r 6MHTa He fO/MKHO 6bITb 60bLe Yem 102 Xu-
BbIX MWKPO6OB, AO/KHbI OTCYTCTBOBaTb rpuUobHI,
nneceHb, a Takxe Staphylococcus aureus. Pseudo-
monas n MUKpobbl cemeiicTBa Enterobacteriaceae.

He 6onee 2

MNCoBbIA CNO [OMKEH 6blTb PaBHOMEPHO HaHe-
CEH MO BCEil MOBEPXHOCTM B6UHTA, He AO/MKHbI Bbl-
CTynaTb Nonockl U noaTekn. Bo Bpems HaknagblBa-
HWS MOBA3KMN HE A0/MKHbI ObITb BUAHBI HATKN.

STT Nr Nel1-G/14-Z n.2.4.6.1
He 6onee 5

MB-03/19/Z

Jonyctumo Hanu4yne HeboNbLWOro Kosau4yectsa no-
polwkKa, He COeaNHEHHOIO C NOBA3KOW, HO He 6onee
0,5%

GIPSET,
6enblii

GIPSET,
pO30BbIiA

GIPSET,
rony6orn

>340

2,00

3,0-35

>7,5

BUHTBI MI/IKpOﬁVIO}'IOFI/IHECKVI YNCTHI

<2

Func paBHOMepHO pacnpefjesneH No O4HOPOLHOMY
PYNOHY XNon4yaToOyMaXKHON OTOeneHHOW Mapau,
XapaKTepu3ylLWencs LenoCTHOCTbI0 OTCYTCTBUEM
LLBOB.

GIPSET, GIPSET, GIPSET,
6enbli rony6oi PO30BbIl
<5
GIPSET, GIPSET, GIPSET,
pO30BblIii 6enblii rony6ori
<0,5



7. OnucaHuve NPUHALNEXHOCTEN, MEAULMHCKUX N30ENVIA NN N3OENNIA, He
ABNSAOLUMXCSA MEeAUUMHCKUMMK, HO NpPeayCMOTPEHHbIX ANS UCMO/b30BaHUS B
KOMOMHaUMN ¢ MeULIMHCKNX n3gennem (Npyv Hasimdmnm)

7.1. Wcnonb3oBaHWe [aHHOIO MeAMLMHCKOro u3fenva He nofpasyMeBaeT npu-
MEHeHMe KaKnX-nnbo AONONHUTENbHbIX NPUHAANEXHOCTEN. MpumeHeHne nsaenns
MO Ha3Ha4YeHWO ANA COo3[4aHNA UMMOOUNM3YIOLLENA NOBSA3KW WM TUMCOBbIX LUMH
npegnonaraeT KOMOMHaLUMIO C NOAKNAAKON Nof runc.

8. NHpopmauma o Hannumm B MeAULMHCKOM WM3OeINN NIeKapPCTBEHHOIO
cpeacTtsa ANnA MeAUUMHCKOrO NPUMEHEHUS, MaTepuanoB XXUBOTHOIO U (Un)
YesI0BEYECKOr0 MPOUCXOXKAEHNA

8.1. BWHT He cofepXXUT NeKapCTBEHHbIX CPeACTB A4 MeAMUMHCKOro npuMeHe-
HUA WA MaTepuasioB >XXMBOTHOIO MPOUCXOXAEHWUS, WA YelloBevyeckoro rnpowuc-
XOXKAeHNA.

9. YcnoBua sKcnayaTtaumm, TPaHCNOPTUPOBKU N XpaHeHUA

9.1. ¥YcnoBusa TPaHCNOPTUPOBKNA

9.1.1. Bce wu3genus, npefHasHavyeHHble AN19 TPaAHCMOPTUMPOBKW, AO/MKHbI OblITh
yMNakoBaHbl B TPAHCMOPTHYHO YMaKoBKY, TLIATE/IbHO 3aKpbITbl U AO/MHKHbIM 06pa-
30M NPOMapKMpPOBaHbI;

9.1.2. CpeacTtBa, nNpefHasHayeHHble Ana TPAHCMOPTUPOBKM MPOAYKUNN, LOKHbI
obecneynTb 3aWnTy OT HebMaronpuATHbLIX YCIOBUA, MPAMBIX COMTHEUHBIX NyYel,
MOBPEXAEHUI 1 3arPA3HEHWIA;

9.1.3. lNorpy3o4Hoe MPOCTPaAHCTBO TPAHCMOPTHOrO CpeAcTBa AO/MKHO OblTb YK-
CTbIM, CyX/M, 6e3 MexXaHU4YeCKNX MOBPEXAEHUA, N B HEM He JO/HKHO OLLYLLaThCA
MOCTOPOHHEro 3anaxa,

9.1.4. 3arpyska u pasrpyska AO/MDKHbI OCYLLECTBNATLCA B YCNOBUAX, 3alLMLLEHHbIX
OT aTMoc(epHbIX 0CafKoB. Hefonyctumo TAHYTb, 6pocaTb W MepeBopaynBaTh
TPaHCMOPTHYIO YNaKOBKY;

9.1.5. PekomeHayeTCA YKadblBaTb TPAHCMOPTHYHKO YMakOBKY TakuMM 06pasoMm,
4TOObI NPELOTBPATUTL ee MepeMeLLeHEe UK NOBPEXAeHWe, HanpyMep pasfas/iun-
BaHVe BO BPeMS TPaHCMOPTUPOBKMU.

9.2. YcnoBua xpaHeHUs

9.2.1. N3pennsa XpaHWUTb B MOMELLEHUAX, CTEHbI N MOJbl KOTOPbLIX BbIMNO/HEHLI U3
MaTepuanoB, NPeAoTBPaLLAOLLNX MOABMAEHWE W HaKOMeHWe Mblv; rnagkue, He
MbIALWLMECH, MOXHO MOABEPrHYTHL NMPU HEOOXOAMMOCTM Ae3NHDEKLMN;

9.2.2. N3penva [O/MKHbI XpaHUTLCA B TPAHCMOPTHLIX YNAaKOBKax, Ha NoALOHAaxX Ha
paccTofaHUN He MeHee 10 cM OT MOBEPXHOCTM Nosa 1 He MeHee 50 CM OT MoOBepXx-
HOCTW CTeH;

9.2.3. I3genna [Oo/MKHbI HaxoAuUTbLCA Ha [0CTaTOYHOM pPacCTOAHWW OT MOTOJKA,
4TOObI 06EeCMeUNTb CBOOOAHBIA MOTOK BO3AYXQ;

9.2.4. N3penms He JOMKHbI XPaHWUTLCA BOMN3M NCTOYHUKOB TEN/IA U U3/TYHEHWIA.
9.2.5. Temnepatypa M BNXKHOCTb B MOMELLEHUAX, NpefHasHayYeHHbIX 4719 XpaHe-
HWA NPOAYKLMN, LO/MKHbI KOHTPONMPOBATLCA. 3MepuTe/ibHble NPUOopbI LO/MKHbI
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ObITb OTKa/IMOPOBaHbI. Pe3ynbTaThbl, faTa U BPEMA CUMTbIBAHUA LO/IKHbI ObIThb 3a-
PErncTPMpPOBaHbl B NMMCbMEHHOIN OpMe;

9.2.6. PekomeHayeMble YC/TOBUSA XPaHEHWUA W TPAHCMOPTUPOBKU YKa3aHbl B Tabnn-
e No4:

Tabnvua Ned. PekoMmeHAyeMble YCIOBUA XPaHEHWS U TPAHCMOPTUPOBKM

TemnepaTypa OTHOCUTENIbHAA BNAXXHOCTb
+15 °C po +30 °C He Bbiwe, yem 70%

3aliniatb OT BO3,EI.EI‘/JICTBI/IF| NPAMbIX COJTHEYHbIX nyqe|7| n Bnarun

9.2,7. MNapameTpbl TPAHCMOPTUPOBKM U XPaHEHUs M3[enua MNpu 3KCTPEMa/IbHbIX
yCNnoBusAX (NMPU HU3KMUX UM BbICOKUX TeMrepaTtypax) yKasaHbl B Tabnuue Nob:

Tabnnua Neb. MNapameTpbl TPAHCMOPTUPOBKU M XPaHeHUS N34eNns

TemnepaTtypa Bpems
-20 po+15°C 48 4
+30 o +60 °C 48 u

MpuMeyaHue; nepes HenocpeiCTBEHHbIM WCMOMb30BaHMEM M3fAenve CTabunusnpoBaTb B Teue-
HME KaK MMHUMYM 48 4acoB Mpu KOMHATHOI TemnepaType, B NPOBETPUBAEMOM MOMELLEHNM.

10. llepeyeHb NPUMEHSAEMbIX TMPOU3BOAUTENEM MEAULMHCKOIO W3aenusa
HauMOHa/IbHbIX CTaH4apPTOB

«BVHT runcoBblin  ObicTpocxBatbiBatowmiicas GIPSET nog ToBapHbIM  3HAKOM
matopat B BapmaHTax WMCMOMHEHWS: PO30BbIA, pasmep: 10 cM X 3 M, 12 cM X 3 M,
15 cm X3 M, 20 cm X3 M. rony6on, pasmep: 10cm x 3 M, 12cm x 3 M, 15 cM X 3 M,
20 cM x 3 M. Genbli, pasmep: 6 cM X 3 M, 8cmM X 3 M, 10cmM X3 M, 12cM X 3 ™,
15cmx 3 M, 20 cM x 3 M, 15 cm x 4 M» COOTBETCTBYET C/IeAYHOLWMM CTaHJapTaMm:
PN ENISO 15223-1:2017

PN EN 1041+A1:2013
PN EN 1SO 13485:2016
PN EN 1SO 14971:2012

11.  WHdopmaumusi 0 CTEPUIbHOM COCTOSIHAM MeAULIMHCKOrO M3fenus ans
ero NoBTOPHOIO MCMO/Ib30BaHMS, BK/OYas OYMUCTKY, Ae3MHMEKLNIO, YNaKOoB-
Ky M Mpu HeoGXoAMMOCTU METO/ MOBTOPHOW cTepunimsaummn (ecivm MeavumH-
CKOe W3fenune npeAHasHa4yeHOo 151 MHOrOPa3oBOr0 MPUMEHEHWS) WAW, eC/n
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MeAVLMHCKOe M3[enve MoCcTaB/ISeTCA HeCTEePUsIbHbIM, YKasaHue Ha HeobXo-
AVUMOCTb ero cTepunmnsaumn nepes ncnonb3oBaHNeM
11.1. WN3penne HecTepusibHOE.

12. TpeboBaHNA K COAEPXKaHMIO MHCTPYKLUUM MO NPUMEHEHUIO, Npunarae-
MO K TPAHCMOPTHOW Tape

MHopmaupsa, Heobxoaumas ans 6e30MacHOro MCrosib30BaHUSA MeaMUMHCKOro
N3LeNnns, B KPaTKOM W3/I0KEHUW, HO BK/HOYalOLas B Ce6s OCHOBHbIE CBEAEHMWS O
MeAVLMHCKOM W3[ENNN, TaKKe COAEPXUTCA B MHCTPYKLUMM MO NMPUMEHEHWIO, Npu-
naraemoil K TpaHCMopTHON Tape (fanee - «MHCTPYKUMA»). VIHCTPYKUMA BKIHOYaeT
B Cebs cnefytoLme 6/10Ku:

12.1. HanmeHoBaHve MeAWLUNHCKOIO U3aenus;

12.2. OnucaHvie 1 MHJopMaumMio 0 NOTeHUMaNbHbIX NOTPEOUTENIX MEAULMHCKO-
ro nU3fenna B COKpalleHHOM Buae, Hanpuvep:

«30enmsa cocToAaT M3 MapneBoro 6uHTa BbICOKOrO KayecTBa, MOKPLITOrO C ABYX
CTOPOH MPUPOAHBIM MeAUUMHCKUM runcoM. CneumanbHO NogobpaHHOe coveTa-
HMe TUMCcoBOro Martepuasna, HaHeCeHHOro Ha MapsieBblii HOCUTENb, 0becnevnBaeT
Ha/I0XKEHNe MPOYHON MOBA3KU C BbICOKO KOHEYHOW TBEPAOCTbIO. bnarogaps Bbl-
COKMM MOKa3aTe/iiM KayecTBa rMncoBoin KOMMO3MUMKU LBET GMHTa paBHOMEPHbIN,
6e3 Mosioc 1 NOATEKOB. pMMeHseTCs KBaIM(IULMPOBAHHLIM MEAULMHCKUM Mep-
COHa/10M B /1e4eBHO-NPONIAKTUHECKNX YUPEXKAEHNSAXY;

12.3. NHgopmauyio 0 cocTase MeanUMHCKOro U3genms:

«OTbeneHHas Mapns, rmncoeas CMecb, CPeAcTBa Keawme v nnactTupuumpyroLive,
Kpacutenb (TOMbKO A4/19 PO30BOro 1 ronyboro sapnaHtos GIPSET)»;

12.4. Ha3HaueHue MeAULMHCKOTO M3LeNns;

12.5. TlokasaHua 1 NPOTUBOMOKa3aHNA K NPUMEHEHNIO MeANLNHCKOTO U3aenus;
12.6. Cnocob npvMeHeHns MeAULMHCKOro U3aenus;

12.7. OCHOBHble TEeXHUYECKNe XapakTepucTuKN MeaULUMHCKOro u3aenms B dhop-
mMaTe:

Bpems cxBaTbiBaHUA 3-3,5 MUH (6bICTPOCXBATbIBAOLMNIACA TUMNCOBbIA GUHT)

Bpemsi nnacTUYHOCTK 2 MVH
Bpemsa cmauvBaHus <5¢C
OT16eneHHas Mapns 17-HUTOYHaS

12.8. PekomeHzauuu No XpaHeHN0 MeauLMHCKOro 13aenvs B COKpallleHHOM BUJE;
12.9. VHhopmaLuuio 0 CPOoKe roAHOCT U MeLULMHCKOr0 U3aenns;
\2/10,PekomeHgar{uv no yTwunmsauum meguunHCKOro 13genms B COKpalleHHOM Bu-
[ie, Hanpuwmep:

«YTUNN3NPOBATL Kak 3aNUAEMUONOINYECKN ONaCHbIE OTXO4bI»;

MJIX.Peknamaruw:

«[py BO3HWKHOBEHMW BOMPOCOB, NPo6/eM MM HenosafoK obpalainTecb K ynon-
HOMOYEHHOMY MpeACcTaBUTENO NPOU3BOANTENSA B PO,
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\2/11,ncpopmanmio 0 gaTe nocneaHein akTyanmsar{wi(sepucmkanynm) MHCTPYK-
L

\2JTb,Hhopmaumio 0 Nnpon3soanMTeNne MeMLMHCKOro n3gennsa un o npogasue / M-
nopTepe /ynosHOMOYEHHOM NpeAcTasnTENe NponssoauTens B P®;

\2/14,Homep perncTpariioHHOro yAoCc TOBEPEeHUsT Ha MeANLMHCKOe n3aenve v aa-
TY ero Bbigauu;

\2J15.MaHunynaumMoHHble 3HaKu;

LoT Kopg naptum co3fjaHne — npumMeHeHne ~  ytunusaumsa (PP - kop nepe-

j;l 3Hak Recycling, CMMBONN3VPYIOWNIA 3aMKHYTbIV LMK
paboTK1 NOAMMPONUIEHA)

Mcnonb3osarb 40 MpoussoguTens, agpec, HaMMeHoBaHMe

REF Homep no katanory e MCMOoMb30BaTh NPY NOBPEXEHNN YNAKOBKM

® 3anpet Ha NOBTOPHOE NMPUMEHeHWe A OcTopoXxHO! O6paTUTECh K MHCTPYKLUMMW MO NPUMEHEHNIO
He gonyckaTb BO34ENCTBMSI COTHEYHOMO YNakoBOYHbI MaTepuan NoLeXnT BTOPUYHON nepepa-
CBeTa 60TKe B paMmKax "[yanbHoii cuctemsl” (DSD)

IT Bepeub OT Bnaru

\2J/1"3HaKun COOTBETCTBUS;

C € EBpOI'IEI7ICKO€ COOTBETCTBUE

3Hak, 0603HaYatoLLMIA MPOXOXEHWe MPOoLeaypbl, CBA3AHHOW C MOATBEPXKAEHWEM COOTBETCTBUS MPO-
AyKumy B P® (Npn HeobXoAMMOCTH)

MpuMeYaHve: NPOU3BOAUTENb OCTAaBASET 3a COOO MPaBO Ha pPefaKTVPOBaHWE COAEPXKMMOrO MHCTPYK-
L1, HO B CTPOTrOM COOTBETCTBUM C UH(POPMALMEN, COAEPXKALLEINCA B TEXHUYECKOM 1 3KCNyaTaLlMOHHOM
[OKYMEHTaLMW, BK/IKOYEHHOW B COCTaB PErMCTPaLMOHHOIO [0Che Ha AaHHOe MeAVLMHCKOe u3genue, a
TaKkKe MpaBO Ha KOPPEKTVPOBKY MaKeTa MHCTPYKLMW C UMb Y/yuULleHUs BOCMPUATUS NOJb30BaTeNeM
NH(opMaLK, CoiepXKaLLEics B HelA.

13. TpeboBaHWA 6e30nacHOCTU

13.1. U3genvie npefHasHayeHO TOMbKO AN OAHOPA30BOro UCMoJb30BaHWA, 3ame-
Ha Nno HeobXxoAMMOCTW.

13.2. 3anpellaeTca ucnonb3oBaTb NU3enne, ecnu:

a) UCTEK A0MyCKaeMblid CPOK FOAHOCTM M3AENNS, YKasaHHbIN Ha YNakoBKe

0) HapyLUeHa Le/TOCTHOCTb YNaKOBKY

B) YNakKoBKa HaxoamuTcsa BO BMIQYKHOM COCTOAHMK (MOAMOYEH])

I NPOSBMSETCA a/l/leprmyeckas peakums Ha COCTaBNAoLLME MaTepuasbl

L) VMeeTca WHAMBUAYaIbHas HerepeHOCMMOCTb MaTepuaoB, U3 KOTOPbIX M3ro-
TOB/IEHO U3Jenve.
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14. [apaHTWUiHble 06513aTe/IbCTBA

Mpoun3BoauTeNnb rapaHTUPYeT, YTO AaHHbIA NPOAYKT Obln MPOU3BEAEH W YNaKOBaH
C [O/MKHOW akKypaTHOCTbO, npeanuncaHHon B Aupektnse EC 93/42/ESC ana me-
ANUMHCKOrOo m3genns. Mpoaykums BbIGOPOYHO 0TOMpaeTcs B MpoLecce NpousBos-
CTBa ANA KOHTPONA B N1abopaTopmmn KOHTPOsIS KadecTsa. Mpon3BoAuTENb 3aMEHUT
MeAMLMHCKOe m3fenve, B Cnydae 0b6HapyXeHust fedieKToB, AOMYLLIEHHbIX B X04e
MPOM3BOACTBA M YMNakKOBKWN (AOKa3aTeNibCTBa AO/MKHbI ObITb MpPefoCTaB/eHbI), U
COOOLLEHNA O TaKMX AeheKTax MPOV3BOAMTENHO WM YMONHOMOYEHHOMY NpeacTa-
BUTENO M3rotoeutens. OTBETCTBEHHOCTb B OTHOLUEHUW M3Lenna npekpallaercs,
€CNN BO3HWMK/I0 N060e MOBPEXAEHME, BbI3BAHHOE TPAHCMOPTUPOBKOW, XPaHEHNEM
WX HeHag/iexallyM obpallieHneM, a Takke ApyrMun haktopamun 3a npegenamu
KOHTpONs npoussoanTtens. NponsBoanTeslb U YNOAHOMOYEHHbIA NpeacTaBuUTeNb
N3rOTOBUTENS He HeCcyT OTBETCTBEHHOCTW 3a MOBPEXAEHWe WM MOBTOPHOE UC-
MONb30BaHME U3AeNns.

15. CpoK rogHoctu
CpoOK rogHOCTU M XpaHeHUs cocTaBnAeT 3 rofa. 3anpeLLaeTcsa UCnosb3oBaTb U3-
[leNne nocne OKOHYaHWA Cpoka rogHOCTW.

16. TopsAgoK W ycrioBust YTUAN3ALMU WM YHUUTOXEHUS MEeAULIMHCKOIO
n3aenns

MeauUMHCKNE U3[enus AO/MKHbI YTUAN3MPOBAThCS MECTHbIMM NMY6IUYHO NpaBo-
BbIMW OpPraHu3aUysiM1, B COOTBETCTBUM C TPEGOBAHNUSIMM MECTHbIX OpraHu3aLmii u
npaBunaMy yTUAM3aLUUn B JAaHHOM PErvioHe. YTUAM3MPOBATh Kak 3MnuaeMuonori-
YeCKMN OMnacHble OTXOAbl Yepe3 IMLEH3POBAHHOr0 NoAPAAUMKA MO YTUAM3ALMN 1
nepepaboTke 0Tx0AoB. OcyllecTBeHNe c60pa, BPEMEHHOIO XPaHEHVs! 1 BbiBO3a
OTXO/I0B [IO/DKHO BbIMOSHSATLCA B COOTBETCTBUM CO CXEMOI OBpaLleHUs ¢ Meau-
LIMHCKVMMN OTXOZlaMU, MPUHSATOW B OpraHv3aLyy Mo yTUIn3aLum oTXom0B.

17. Peknamauus

Mpn BO3HWMKHOBEHMW BOMPOCOB, MPOG/eM WM HeMnonagok obpaliaiTecb K ynosn-
HOMOYEHHOMY npeacTaBuUTeNto npoussoanTens B P®: OO6LLECTBO C OrpaHNYeHHOW
0TBeTCTBEHHOCTLIO «BEJI/TIA BocTtok» (OO0 «BEJI/TA BOCTOK»).

Apapec (MecTo HaxoxaeHus) topuamyeckoro nmua: 140301, Poccuidckas depepa-
ums, MockoBckas 06nacTb, . Eropbesck, yn. lMNMpombiwneHHas, 4. 9, ten.: 8 495
726 55 25; e-mail: matopat-info(fl),matopat.ru
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0 M aHITIHHCKOTO A3HKOB Ha p}’CCKHﬁ A3HK

ficteennas nanara * Ilonkckas nanara suemuei Toproeny * Llentp no
Heca * 5 *

-

LITamm:

AO «Topynbcke 3aknab MaTepHatyB onatpyHKoBeIX» C.A.» * Beara Poranscka* Otaen
BHEMHEH TOProBaH 1O BOCTOYHBIM PHIHKaM, Jlnpextop BHemHett Toprosau AO «T3MO C.A.»
N0 BOCTOYHBIM PhIHKAM

(noanucaHo)
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HIramn:

AO «TopyHbcke 3aKnanb MaTepHanys ofiaTpyHkosux» C.A.» yn. Xynkesckero 20/26
87-100 TOPYHb

Ten. +48 56 612 33 03, ®ake +48 56 612 32 70

HAC: PL-8790166790

ITaMn:
Ne 0742/20

BHEIITHETOPI'OBAS IMAJIATA IOJIbLIN nacrosmuM yA0CTOBEpSET, 9TO I'-H — M r-a b.
Poranbcka ynonHOMOMEHH NPOCTEBAATh NOANHCH OT HMcHA XoMmaHue AO «T3MO C.A.», a
TaKXe, YTO MX NOANMACH SBISIOTCH TOAHHHBIMA.

r. Topyss, 14.07.2020

Cneunanucr
INasen Crapuenckuii
{noanucano)
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MepeBen ¢ NObCKOrO N aHI/IMACKOr0 A3bIKOB HAa PYCCKUI A3bIK
npogeccnoHanbHblin NnepeBoAYnkK KoHbkoBa AnekcaHapa EBreHbeBHa

Poccuiickas ®egepauus
Mopon Mocksa

[BajuaTb nepBoe MO ABe ThiCAYM ABaALATOrO roga.

A. AfeeBa EneHa lBaHOBHa, BpemMeHHO ucnonHawwWas 0683aHHOCTM HoTapuyca ropo®
MockBbl, MakapeHko Anekced AnekceeBMYya, CBUAETENbCTBYHO MNOANMHHOCTL  MOAHMUC
nepeBofunka KoHbKoBOW AnekcaHapbl EBreHbeBHbI.

JINYHOCTb NOANMCABLUEr0 LOKYMEHT YCTaHOB/EHA.

1loanuck caenaHa B MOeM MPUCYTCTBUN.

3apeructpupoBaHo B peectpe Ne 77/337-H/77-2020-

B3bickaHo rocyNp6”™eHHO N MM nHbI (Mo Tw™Ndy): 100 py6.
YnnayeHo 3a M &aHHe Kb yr,]*ptoBoro 1 m: H/uitelcoro xapaktepa: 300 py6.

| ' E. . ABaeeBa

nféniHlo. npoHyMepoBaHo U
MaTbio 16 (W9™u aua;~>6) nucToB

* la_\*

l. ABgeeBa
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