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MeToamecKne PerDMELTRIHE
HO DPHNCHRCHEID MEDRIHECAHX CTCPRTESAIHORHHX. YIAKOBOTDIEX MATCPHANOE
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Axropw: AGpamosa HM., Memvarxosa I'H. (HYM )
Kepmm CB. (000 «MK BUTA-TIVIIR)

MeTommecxie DEXOMEHAIOMY HPEHEATHAYCHE] AaM OPTAHESAIEH, BMSONLAX
Opans SARAMATHCS FEIEHPCKIBONTONE ASSTEEROCTEIO.

MITEPMANE  OABOKPEIHOLO
Wm;mmmmmmk@m,m (manee
— YTAKOBKN).
Howeaxnaryps HAGRAHERE Euwamit (rafir]) npencTarieRs DAKETEME, &
1TH0Re PYNOHAMME H NECTOMME MAYSMANMGE DRAMUERX TEOOPAIWEpOD,
BEEISPOMMBAIOMIAM CTCPRNEIAIAG HApOREN (npumneparype 121-134°C)y
mcmmm(mmype%—ﬁ“(t)
MCTOASMM,
12, Cpoxmmmmcmnpmm
. yxasasnol B3 TpRECHOpTIPoBOMEGE sopobxe,
“Ihor £pOX CODTREICTRYCT IPHPCITMEOMY B To0MEne WA yonosaw xpaBcHmd
YMAEOBGK B TPECUOPTUPOBOYHMA KOpODKAX, ISUMEICHMMX OT ERAMOTD
- CONBETHOTD CBETS, B SHCTMX DOMEMCHANK, HPH BIAKHOCTR
35-50% w» npm TeMmeparType o1 woc 10°C o mmoe 18°C (xouferpponammse
TKETM W PYSONHME MRTCpRATL) wim or wmoc 10° C ap nmoc 30° C Ges
| PCNGIX IEPCIACS TEMICDATYPA (MEIRIRENCKAY Kperpopensny fyaars).

I. Howsp na vpawcnopreposoclh wopobse cocrouT ws m Gyxs, obosmrmoTm
m-emu-s—-nmmmamxm-ma-
au-mm : a

® , DONRINENS mmm mm q;ms -
mmmmm&mm.m-m_
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® He NPOHHIEEMB U MKKPOOPTaHH3MOB (NpH yenosua, YTo cobnoaeiu npasuna
3aKPHBAHHA YNAKOBOX MPH YNAKCBLIBANMH NOAPOTABNKBACMEIX K CTEDHIIAZALAH
H3JeAHH, PERUME! CTEPHAH3ALME, YCIOBHA H CPOKH XpaHenus);

® CcoXpaHsioT BHetIHuA BuA (XpOMe GSeT2 HHAMKATOPOE, HaMECCHHMX Ha
KOMGHHBPOBAHNLIE YNAKODKK) NOCAE CTEPRNKHIALHH NAPOBKIM™ MAK rajosuM (c
TiPRMEHEHHEM OXHCH ITHACHA) METOLOM.

TaGanua
Homenxnarypa ynaxesok
PasHOBHAHOCTS YNZKOBKH Cpox Mevon
TORHOCTH CTEPUIH AL HY

Kom{unApOBAHNLIE YIAKOBKR Jmpa | flaposoi,
{npospaunas CHHTETHHECKAS ANEHKE 8 ra’oBsiil (C NpUMeHe-
coMETaHHN ¢ Gymarit): HHEM OKHCH 3THNEHA)
» naxern B3 ckaanok (nnockie)

® pAKETH CO CXAanKamy (oDEemMbe)

® pynonnuil Matepnas Ges crianox

® pPYNOHHBIH MATEPHAN CO CXNAAKaMH

& naxeTH Ge3 cxrafiox caMoxneicInech|

Jincroxok Symaanisii obeproynmi 3roga |[laposoi,
METEPRIN: ra’oswi {¢ npumene-
® MeJHINHCKAN RPCHPOBAHHHAS HHEM OKHCH JTHACHA)
Gymara

1.4. Vnaxopxn npenumsatentl AN YIAKORLMBAHHS H3ACRHH MEBHLHHCKOrD
HITHEMCHAR TICPSA CTEpRNMamMed ¢ LEAUC COXPAHEHMN CTEPHNBHOCTH 3THX
M3nenMil NoCTE CTEPHIMIALMK BO BPEME NOCAERYIOWLEH HX TPEHCIOPTHPOBHH K
APAHEHES A0 HEAOTLIOBANHA IO HAYHATERHI.

2. XAPAKTEPMCTHKA CTEPHWIN3ALMOHHbIX YTIAKOBOK
HIIPABHAIA ¥TIAKOBBIBAHHA B HHX Ifl3I.lEJ]HH

2.1. Kou&mupomueymmm(wmmnm nAenxa B
coqeranun ¢ Gymaroii). .

211, Mmmmmymmmmm-mqm
CAMOKRCICLINMMCE, # PYAOHHWM MaTepuaron (e cxnanox W cO Curazcame)
paamienndy  tunopaamepos . (Tlppaomewnn | — 3}, opeavaerwennwmg. AnS
ymmﬂ,wm-m(cm_
- OEMCM ITHACHE) METORAMEH. - .

Ymmmﬁacm(m}mmmym-
neGauLBEY 0 TONLDIE OTASSMOMR KMERE, YORORKN CO CRARAKRMM — ARS
ywm“dmn“lmmmm )
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2.1.2. YnakoBKN WHNOTOBIEHL H3 NPOIPAMBOH oKpaweHkol MHorocRolHoH
nommepsofl  (noauadup/monynponkned) NASHKH {NPOIpaYHan CTOpOHE) H
coeusansHOl  MeawuMHeXod Gymarn Genorp upeTa (HenpospauHam CTopOHa),
COCHMHCHHLIX TEPMOIBOM. YIOAKM NAKeTOB AONOIHHTENSHO 3anaskbl A0
NPEOTBPAICHHR CXOIICHUS B MHX ML,

Hamnaxe npospauBodl reHKkn oDECNEYHBIET ACTKOCTh MAEHTHBHKAUHH
YNAKOBAHHLIX WINCAHH.

Y caMOKTCIIMXCA NaXeTGl Ha BHYTPEHHER MOBEPXHOCTH BLICTYNAUCH
GyMaxHOll HBCTH C OTEPBTOH CTOPOHB! NAKETA HaHeCceH CIOH TEPMOCTORKOTD KneA,
SaKpLITLE 3auwTiol Gymaxuod norockol

Ha naxerax HMEOTCA Bape3bl LIS NaibleR, ODACIYAOUIHE OTKPLIBAHHE
YNAKOBOK TICPEA MX 3ANCIHEHHEM WICNHEMM, a TAXKE NPM W3BNEMeHHH W3
YRAKOBOK MPOCTEPHANIOBAHNBIX Hineonil.

2.1.3, Ha Gymaxmodl cTOpoRe 0axeToB W PYNOHSOTO MITEPHMARA HAHECEHL
0GOIHEYCHIR:

« Topreaas Mapka (Sogeva®);,

* MAPXHPOBKA THIOPAIMEPA;

® 3aNPeilicHHE HCMOALIOBAHMA B CIAYMAS TIOBPCIEACHHN YRAKOBKY,

* RETHBIE KHMIYECKHe WHEMKATOPH © ONucanAeM uBeTa, NpHolpeTaeMoro
WARAMXATOPOM TIOCTE CTEPHITHISLMN: Afd BIPOBOTO METORA — HHIHKATOP POIECID
ueera (Nocie crepummauue napsoSperser wophunessd ubet), LA rA3CROTO
MCTONA C TIPHMCHEHHEM OKHCH JTHACHA — HEEEKarOp roRyforo useta (noc.rle
CTEPHARZALMN npuoﬁp:'tm TeNERi xenTo-ropimensili 1peT).

Ha Gymaanoi CTOpose CAMOXREIOUMXCE RAXETON, KPOME TOMD, HAHECEHN!

* FANMCHORARRE YTIAKORNH; )

» 3oHa (oNoHTYpeHa crpommod nmiWell} ARR RaaewBAMKA ApAMKA ©
YXBIZHNEM COREPAHMONO YNEKOBKH M ARTS CTEPHAHIAUKN,

» ROPANGK RefCTRI! TEPM SANCUATLIARIE naum (n8 sHewnel NOPEPXHOCTH
sucTynionies GyMaxnoll HaCTH TaKeTa).

_ }hmmmmmwrncmnpynonuoummpme
DONORHETENLHO CREUHANLHEIM  CHMBOROM ymw HANPABACHHE  BCKPLITUN
ynaxosuy.

INproseaguue. Ofomuewne. nomeps aspram (LOT) Ha GymamHoli  cTOpoHC .

WMMRmsmnynm-m.nn

QTS0 ADINANITICH B0 DEMMANKNE HORLMIITENEM YIRANDRN. :

2.1.4. KOMGHHHPORHHMC YRAXOBKH (33 BCXMOUCHREM CAMOKNEIOWHNCT

OTPEIRN, | - COUTRETCTRYIOMmME - Jonine: lmenii. POANCERRINK - YSKOBHBIHHIO, C
ywmummm wm[nnu&)umpnny m_
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MeHes NPOHHEIM, YeM NoToBbie GOKOBLE WBbI, NpRt YToM Gymara W nonumepHas
NACHKE HE JOMKHb GbITL NPOAKNEHE:.

[pumeyanne. Onrreansume YCROBMS TEPMOCBRDHEAHME KOHKIRETHEIM

TEPMOCBIPOTHLIM SFTISXITOM ONPEACARNOT ONGI THHM DY TEN,

EJupnaa repmomea fonxHa Owme Ae Menee 8 mm. B 3v0d ofractd
OKpAIICHHAR MOIWMCpHAas micHka npurobperaer Gonce TEMHEWH oTTeHOK, uYTo
NIO3BOASET TG PABHOMEPHOCTH OKPACKH RHIFANLHO XOHTPOMUPOBATH LENCCTHOCTE

OWEBA.
2.1.5. Nepea ynaxkoBLIBAHACM HINENHH YNAX0BKY OCMETPHBAET, NPOBEPAN ¢f
UEROCTHOCTD. LRoB) AHbIE KOBKN FUHOILIDEITE He H

Neoanexanue crepRAk3audd MHCTHIE, CYXHE HIIENHE, NPEABIDUTENLHO
NONBEPTHYTHE NPEACTCPHNHIBIHONHON OMHCTKE, BEICTHPAHHOE H BMCYIMEHHOS
onepauHonnoe Genpé MOMEIRAIOT B NAKeTH (B TOM YMCAE NPUIOTOBNEHHLIE K1
pynoHHoro marepmana). [lpW ITOM RAIEAMA PAIMCINIOT, opHeHTHPYR paboueii
YACTRIO B OTHPLITYIO CTOPOHY NTaKeTa (CTOPORE HAMONHENHR).

MaxeTn cnefyer 3anONHATH He Gonee, yem na % Mx obnema, 80 wIbexkanue
paIpLIBa BO HPEME CTEPHNHIALME.

JIRA DpeaoTBpALIEHHA NOBPEXICHHR ynamnou KOEOUWAMH (HTAL K AP.} W
PeRYIMHMY (CKATLRERN, PEICKUHOHHLIE HOWH, HOXHNUL ¥ AD.} WHCTDYMENTaMB
ACNOALIYIOT  DASTHYHLIE  JAUMTHRE MPHEMBL  YNAKOBWEAIOT  HiOCNHX
NOCAEA0BATENBHO B ABC YIIAKOBKH; 00cpTwEMIOT paﬁo-me MaCTH HHCTPYMEHTOR
THCTHIMH MapICIbING HAK CYMamHuIMK

Fpn asolinoli  ynaxoexe Gymaxiyio cmpouy BHYTPEHHE O NaKeTa
YKNAAMBAOT K GYMaRHOH CTOPOHE BHCIIBETD NaNeTa,

2.1.6. VYxomnaexropenHnie HIACINSMH TAKSTH, 38 WCKMOYCHHEM
CAMORICHKITHACA, FANCUATHBMOT € OMOLELIC TEPMOCEIPOUHOND ANNapaTs.

Tlepes 3axpuBanied NAKETOR HI HAX CRENYET YAAAHTS KaK MOKHO Bomsme
BOIAYXA TYTEM NPOTRANHBAHNA NTAKETS DYKOH B HANPRRRCHHH OT JAKPHITONC KOHLEA
X OTKPHTOMY. '

Jns ofgerdeHns 3aneqaTHBAHHA YRANOBOK HeOSKOAMMO NpemyCMOTpeTs
IONONHHTENEHOC HAPOCTPAHCTA0  MEXAY oAcRweM H  OyAyumm  mpom
(FancuaTniparM LM xpnem)cocmponu HANORHEHIE, fecTIeHHB PRICCTONHHE Mexny
'BHME ne Menee 30 um.

Jnx ncmoneuun ofpanopsIe CKAREOK B npoucme TEPMOCEIDHSAHNA
ABOHHON YIaKONKH ¥ BHCWIHEID NaxeTa OCTRMLNIOT mnmuﬁ zanac 20-30
MM [TO ZRIBIC, :

: mnmeumnmmﬁmumcmmmamm

IAMITHYIO GyManiyio OAOCKY, REPETNGMOT NO NEPOPRPORIMIOH JHEM (Bl0Ns

mm)wmﬁﬁmwmnmmn
croposic mmmmmmm xupn_n ' _

By-ummi “ofeproqHuil  Matepuas  npemcTagnen  ARCTEMME

mmmﬁ ‘wpenieponanncll Gywarst Gesoro, roayGore B eRcHore  RBcTOR

| PEOTNYNLX - TREOPEIMCPOS - (Fipwoodkcesse - 4), APEIAAIRRUCHNLING ' ANN

ymmsmnm xpymnx mﬁ mnmmm »n xmpmmm
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DeRrbR, CTEPTHIYEMBIX napoauu MNH rasoBuiM (C MPAMEHEAMEM OKHCH ¥THACHA}
MeToaMK,

Poanuunie usera Oymar paloT  BOIMOMHOLTE NPOBOMMTE  UBETOBOE
XomHposaHue HabOPOB CTEPANMIYEMEIX HIASAHD, 3 TAKKE OTIHNATL BUYTPEHHNI U
HAPYHWHBIA CROH YIAKOBKH.

222, Tlpu ynaxoBLBAHKH K3AGAHA HCNONLIYIOT 110 ABA  JAKCTA
KpENKpOBGHHOA OGyMard COOTBETCTHYIOLICTO Pa3MEp; HIACAHR JABOPANHBAIOT
OTNCNLHO B KKAWH NHCT NO THNY KOHBEPTA, IAKPEMUNAA €70 caMoknemdiefics
NeHTol ¢ HHOMKATOPOM (PHCYROK).

AHanoruyHwM obGpatom, ROCICAOBATCNEHG 3IABODAMMBAR B JABE JHCTR
Gymary JaKpennss KaKauA ¢ cholf camoknelolnelics HHIMKATOPHOH NeHTOH,
YDAKOBLIBAOT KOPIMHE, KACCCTH, NOAMOCK W AOTKH, YKOMNEKTOB3HHBIE

wigenHgmMd. Bec cTepUAM3AUMOHHOM KOPBHHW © WIACIAAMMA  He  ROMMEH
npeBbUATE 3 Xi'.

[

3. DPABHJIA CTEPAIM3ALIMH YTAKOBAHHBIX U3AENHA

3).  Crepunasalune  YNaxOBAHHWIX  M3enuH  OCYLUeCTEASIOT 8
CTEpUNHIATOPEX, PAIPCIIEHHBX B YCTAHORNEHEOM [MOPRAKE X [PUMEHEHHIC B
Poceuiickoh Pefepailii, B COOTBETCTBHH € PEXHMAMH, PErNaMeNTHROBRHHBIMH
ACHCTEYIIIHMI AOKYMEHTAMR, & TAKKE COFMECHO HHCTPYKURM N0 IKCTITYATALIHN
CTEPHAHIATOPA KOHKPETHOMD THIA

32, Tlpn 3AIpyssc CTepUIHISTOPOB  HEOGNOOWMO clefuTe 32
NPABHILHOCTM0 PIOMEINERHA YAAKOBOK ¢ W3ICOKAMH B CTEPHNKIABHOHHON
KaMEpe: HE AONYCKATL CONPHKOCHOBEHHMS YNAKOROK CO CTEHKAMH KaMepsl 4
Hpepsi0 (KPHIUKOH) CTCpHRHIATOPA; cobMODAATE HOpMY 3arpyIXM, HE CTSBHTL
APYT HA JPYTA, 8 TAKKE HA BEPXHION0 MOAKY KOPIHHLI, KACCETLI, NOAHOCK W JOTKH
C YNaKoBAHMMMHM HADOPAMM HWHCTDYMEHTUB. (KPOME KOPIHH, CHOEHHEALHO
RPEAHAIHARCHALIX AR TAKOTD PA3MEILICHHE).

B napoBLX ¥ FA30BLIX CTEPMAWISTOPAX CTEPUIHIBLKOHHYID XaMepy
nomsior He Gonee, ves ia 2/3 ofinema, 1ol nap 1 ras MOTAY LHPKYIHPOBITE
MEXAy MW BHYTPH YDAKOBOK. YNEKOBKH C. OTEEAGHLIMA MHCTPYMEHTAMH H
XHPYPruYeckdM GesibEM PasMeiialoT B CTCPHIMSAUMONBON KaMEPE BEPTHERTBHO.
TOPHIOHTANLHO ACAYCKAETCR YCTANARAHBATE TONLKO KOPIHithS, KACCETH H NOTKH €
RAbGOPAMA HECTDYMEHTDS. :

3.3, Ynaosxu © mmmmmmummcmpumn
MAPOBEIM METOROM, HEIKNCDCACTBCHNG [OCRE CTEPMNMIANMH, He BCKPBEASR
Mmmlmwmammmm
ApY TEMREPRTYPE HE Bhllie h

34 Iipm c'mpummm Mom; WWT nuzynum
PEIANNMOC m UPETR  XEMMIECKONG - FHIMEATOPSA, HAHCCEHHOPO on
COOTEETCTBYIOEIANG METGAR CTEPUMOMINM A KoMBUENpORAIIONH yRaKORKE, HTO
| CBHACTEALCTRYCT © daxTe Oposenesacs.. c'lwmmu ABUMUIN METOROM M
m mm m mu 91' _
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CAMOKNCIDIIHECH HHNEXATOPHMWE ACHTI, HCHONGIYEMWIE BPH  YNAKOBLBAHHK
H3NEnnH B NUCTOBME ODCpPTOYHEIE MATEPHATM.

4. YCNIOBHA M CPOKI XPAHEHIA M3TENHA B YITAKOBKAX

4.1, IpocTepHnKIOBANHEIC B YNAKOBKEX WIJENHE HEODXOAWMO XpaHNT: B
3aKPLITHX WKAhEX B YHCTEIX CYX¥X NOMEDRHAIX, XCIaTeIba0 NPk TEMNEpaTYpe
or nmoc 10°Cao mmoc 18°C ¥ ormockTessHol anawpocTH 35-50%, waferas
RO3OCHCTENA NPAMEX CONHEAHEX Ayded. B 3TH nomeuesMs gomwes Guim
HCKAIDYER ROCTYR NOCTOPOHHAX NHLL

4.2, HonycruMuii cpox XpaMeHHs H3CNkH, DPOCTEPHNH30BAHHWX &
YHAKOBKAX, ¢ YYETOM JAHALX MIroTOBSTEN® (npH cobmomenwy yenoswii,
nepesrcneRHLX B 1. 4.1.), cocranxeT:

» B KOMOMHMDOBAMHLIX YVIAKOAKEX, 3AREVETAHHHX €  [OMOWEO
TepMOCEApOHOTD ANNAPaTa, — 12 Mecalies; :

® B CAMOKJICIOIIHYCR naketax - 6 mecsuen

= B fpolinol ynakoBxe B3 xpenHpopakoil Gymar - 3 Bepensy.

Bawmanse! Cpok XpanciHS B KANAOM KONNPETHOM CHYYBE HE AOTWEH
NIpPEBRINaTh CPOKE, OCTABIDETOCN [0 MCTCYCHHR CPONE TONHOCTH HCnOsibIyemol
YNAKOBKH.

4.3. Jio BCKDHTHA CTEPHINOLMOHHOH YDAKoBkk, fepes HCIONLI0BIIHEM
NPOCTEPHAWIORARHONY HIACHHR MO HASHASEHMO, MPOBORAT BUTYATSHLIA NOHTRONL
K&KE0H YBAKOBKH,

Janpemuered HCNONL3OBATE WAERHC W3 CTEpHINAUHOHKON ynaxosku B
CHEHYIOLIMY, CIyYAT:

* ECITH HCTEK CPOX MORHOCTH (cu, Tadin. 1} nanwoli napTHe ynaxosow;
® eCIIH MCTEX HONYCTHMWF Cpok XpaReHus APOCTEMARIORSHHBEX WIASAWEH Ham
OTCYTCTBYET REOPMALIKS O ASTE CTEPHIHIAURN/KOHEUHOM CPOKE XPRICHHE,
® eCIH HAPYIHEHa UCAOCTHOCTS YHAKOBKE;
* ECITH XHMUYECKHE HHHKATOD HE HIMCHNA CBoil LpeT;
* ECNH YNAKDBKA HAXORAMTCS BO RICKHOM COCTOURAR {OOAMOUCHE).
Tlpw oreyTcTRMM BEpyWessii cTEpHINSAUOHHEE YIAKOBKN ACIIABMOT ©

. cobnioaenuem Mep acerrEn (ROMGHAHPOBIINLIE FAKETH — OO CTOpOlk: epabouel

000 LWHPMH (5] INFO@CIRMIRU & WWWGOSZORAVNADIORRU

YACTH HHCTPYMEHTA), BMKISAMBARYT H3ZEIME MR "erepumLHLA cTan” waH cpazy
HCRONSIYIOT N0 KASHAYCHRIO. .




NPHIONKEHME 1
{Capasouuve)

ACCOPTHMEHT KOMEMHHFOBAHRBIX NAKETOB BE3 CXAANOK
AAR NAPOBOIO M TAZOBOI'O (£ apamenenicm 0KHCE ITHACHA)

000 LiPMH (53 INFO@CIRMIRU € WWH GOSZORAVNADZOR RU *~ -

T
——y

METOAOB CTEPHANIALMH
Koa Paisep, wm KoIuecTno & YRIAKOBKE, BITYK
1 2 3

502250 56 x 250 1008
752150 753150 1080
751200 75 x 208 2000
751258 75x 250 1000
751308 75 x 300 1000
752400 75 x 400 1000
T5x450 75 x 450 1000
75x500 75 x 500 1000
752550 75 x 558 1080
1002100 100 x 180 2000
1002150 190 x 150 1000
100x200 100 x 200 1000
100x250 166 1 250 1960
100x300 190 x 300 1060
1901350 108 x 350 1000
1003400 100 x 400 1080
1902500 108 x 500 1000
100x550 160 x 550 1800
1502208 150 x 200 1000
1502258 150 x 250 1600
1501300 150 2 390 1000
1500358 150 x 358 1060
150x400 150 x 400 1008
2001200 200 1208 1008
2002300 200 1 309 1006
2001350 200 x 350 1008
2001400 200 x 490 1000
2002459 200 x 450 1000
250x256 250 x250 1000
250306 2501380 1000
250239 250 x 350 1000
2502400 250 x408 1900
2503450 20400 1600
002308 __300 x 300 C 1008




]

HAposomxense npusoxensn §

| 2 3
300x 400 300 x 400 500
3002500 300 x 500 S00
300x550 300 x 550 500
400x400 400 x 406 500
400x560 400 1500 S0
400x550 400 x 550 500
5002600 500 x 600 500
600x600 600 x 600 500

NMPRAOKEHNE 2
(Cnpasoxnoe)

ACCOPTHMEHT KOMBBHHPOBAHHAX NMAKETOB CO CKAANKAMH
ANA MLAPOBOI'O H FA30BOTO (¢ pumesennen oxmcH ITRICER)

METOROB CTEPRAMIALIMH
Koa Paimen, MM KoaRwecTsg & ynaxosxt, teryx
BSOF 100/300 108xS01.300 1880
BSOF 150/408 150x50x400 500
BSOF 150/450 150x50x450 S0
BSOF 200/400 200x55x400 250
BSOF 200/590 280x55:508 250
BSOF 250/500 2503651500 250
BSOF 300/550 306502550 250
BSOF 300/600 300x80x 500 508
BSOF So0v6D0 S00x118x 500

@ 000 LPMI () INFO@CIRMLRU
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NPHIAOKEHRHE 3
(Cmpasounor)

ACCOPTHMEHT PYJIOHOB (KOMEEHHPOBARHDBIif PY JOHHBIA
MATEPHAJN) BASA MAPOBOI'O M FAIOBOT O (c npumenenuem sxuci
3TRACHA 4an dopuanpierna) METOROB CTEPAIHIALIHH

Pynonw ¢ pyxasamu Ges exmazox

Pynonss ¢ pyxasamu co clumr.nuJ

sannodi 200 AnHnoi 100 m
Komwpecrsn Koamsecreo
Kon | limpwma, wM] B ¥Ynaxosxe,! Koa I'n:::p. B YNaKOBKE,
pyscses pyomoB
ROT 50 30 8 SOF75 75x25 5
ROT 75 75 S SOF 100] 100 x 50 4
ROT 100 100 4 SOF 150| 150 x 50 2
ROT 120 120 3 SOF 200| 200 x 50 2
ROT 150 150 2 SOF 250| 250 x 65 1
ROT 200 i, 1 SOF 300] 300 x65 | |
ROT 250 25 1 SOF 400 400 1 80 1
EE ] 1
ROT 350 35 1
ROT 400 400 1
- NPILIOXEHAE 4
{Cnpasosmoe)
MAKETHE BE3 CKAAROK CAMOKJIEYHIMECH
Kog Frasep, um | KoAN9ecTS0 B yHAKOD!
90x23% 0138 200
1403250 1405258 . 200
199x330 1901330 200
30370 30x370 200
30440 4402408 208

000 LHPMH () INFO@CIRMLRU @ WWH GOSIORAVNADZOR RU -




NPRAOXKEHHE 5
(Copazcuuoe)

ACCOPTAMEHT KPENHAPOBARHOA EYMATH

mmeﬁm
Promep, uo B YRANOBKE, AECTOB

3000300 2000
4003400 '
5005500
6001600
750x750
2001900
100021000
1200x1200

REBE8 8|S
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Nuova scheda tecnica

Nogeva

E-mail: info@misa-sogeva.com
i

AUTOSEALlNG POUCHES FOR STEAM AND GAS
STERILIZATION

Autosealing pouches are made of a plastic material called laminated transparent
film produced in different colours (green, light blue, neutral, pink and some
others) which is made by a special- film of polyester (PET) and polypropylene
(PP CAST) and special medical paper (PROPYPEL or STERIKRAFT) in white
colour, studied to assure a high anti-bacterial protection and printed with steam
and gas indicators made by certified ink. The medical paper may also be printed
with own brand or name of customers with a regular printing program.
Transparent laminated film is conforming to the following norms :

(Circolare nr.84 issued by Ministero della Sanitd dated 28M2/77 and
D.M.21/03/1973 and further alterations);

DIN norms 53363, 53455;

Directive UE 90/128/CEE dated 23/02/1990 including further amendments;
Directive UE 92/39/CEE dated 14/05/1992,

Directive 93/9/CEE dated 15/03/1993.

Directive 95/3/CEE dated 14/02/1995

FDA 2% CFR 177.1520 dated April 1994

and it conforms to European Directive 94/62. It is produced in a quality system as
registration of the relative suppliers.

Neutral medical paper of 60 gr/sqm and of 70 gr/sqgm is conforming to EN 868
{Europe) and produced in a quality system as registration of the relative supplier.
Autosesling pouches are prodiiced following intemational standards EN 868.
Autosealing pouches are used for the process of steam or ethylene oxide
sterilization (GAS) of single tems; the correct sterilization is certified by the
change of indicators colours: for gas the sterilization temperature is 30° C - 54° C
and the colour changes from light blue o dark yellow brown ; for steam the
sterilization temperature is 121° C - 134° C and the colour changes from pink to
brown.

Pouches can be sterilized only once because it is a DISPOSABLE medical
device, therefore once it has been used, the pouches must be thrown away
becameﬁneycannotbemedforaseomdcydeofstenumon

It is forbidden using the if it is damaged.
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/ Nuova scheda tocuica

geva:

W infQEUERAECIRUIRRIPM the end-user that the pouch has to avoid the direct sunlight
and it has to be stored in a dry place with a temperature between 10° C and 18°
C and humidity between 35% and 50% ; the pouch has to be used only after
having checked that no dust is on its packing and if it is partially used, it must be
hermetically closed.

Lot number, made by 2 letters and 6 numbers, has to be read as specified here
as follows:

- first two letters identify the lot of the film used;

- third number identifies the operator which works on the production machine at
that moment

- last numbers identify the date: first two numbers are the day, further two
numbers are the month and the latest one is the year of production.

Lot numbers are showed on the inside box and on the outside carfon in order to
assure the total tracebility of the product also due to the technical and production
documents kept in our office for 5 years.

We would like to point out that the lot number printed on paper used to produce
pouches has not be considered because it identifies the lot of the supplier of raw
material.

The pouches (not even sterilized) can be used within 3 years from production
date considering that the box, if opened, has {0 be suitably closed and stored far
from light, heat, humidity and cold.

Our delivery method is based on FIFO {first in - first out); this means that the
matenial is delivered in order of production’date {the items get out of warehouse
in chronological order) and we recommend users to do the same in order to have
in stock only the latest lots.

Technically, the hot sealings are "Multiline” and made by bars with regular width
{with at least 3 sealings for a width of 8 mm total, with arc form whosa point is
direct to the outside) and distance in order {0 assure higher resistance to
pression rises and to burst; they also grant the needed pelability.

Pouches assure a packaging with a high technological quality content and they
are particurarly convenient for a faster introduction and closing of the pouch.
They are also suitable for the users that don't own a sealing machine because
they have a special adhesive band that hermetically close the opening of the
pouch. They satisfy the different needs of packaging in hospital, dental and
industrial fields.

Autosealing pouches are packed in a box of 200 pcs and then put into a carton in
order to protect them from dust and humidity.

ApprovatoPCAFim Revisione o4
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Nuova scheda termicn

Detore slien‘l‘zatlonprocess, please, check that pouch is filled for maximum %
P REJSRAARS hat sealings are not obstructed at the edges
2) cover the end and the cutting surfaces of instruments with approppriate

protection
3) put the instruments with the handle at the opening of the pouch
4) do not use solvent substances on the printing
5) possible words have to be written on a lebel and sticked on paper or fim side;
please do not write directly on pouch and, anyway, use the maximum care to
avoid contamination problem during using.

TECHNICAL DETAILS

Steam indicator colour : from pink to brown

We would like to point out that the ink used for steam indicator
is not a graphic printing ink. it is a chemical process ink. The
sterilization process causes a chemical reaction which causes a
color change. The reaction is based on many variables and the
user can expect a final colour that changes from the light brown
to medium brown.

Steam sterilization temperature : 121°C - 134°C

Gas indicator colour: from light blue to dark yellow

brown

We would like to point out that the ink used for gas indicator is
not a graphic printing ink. It is a chemical process ink. The
sterilization process causes a chemical reaction which causes a
color change. The reaction is based on many variables and the
user can expect a final colour that changes from the light blue to
dark yellow brown.

Gas sterilization temperature : 30°C- 54°C

Emittente : INAQ Firma Deta OMOWV2002
Approvato : PCA Flrra 8( Revisions 04
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N heds tecni

yeVA°® g PACKING
y L. srl mm goxzso 200 buste/scatoletts
fogporocn e Eom
A140X250 mm140X250 12200 busta/scatoletta
A140X330 mm140X330 ‘mm
A190X330 mmt950X330 g 200 bustalscaloleita
AJOX3ITO mm30XN3IT0 ‘m busteiscatoietta
1 Wm

Emittonts : DIAQ Firma { | B7 ° Data O30W2002
Approvato : PCA Firma Revisione 04
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COMKEBA® c.p.n.
E-mail: info@misa-sogeva.com

CAMO3AMNEYATLIBAIOLLMECA NAKETHI
BNS NAPOBOK U FA30BOW CTEPMIN3ALIMN

Camo3aneyaThiBaIOIMECT MAKETH  MPOMBBOASTCY M3  MNacTMKA, Ha3LIBaeMoro
NAMUHMPOBAHHER NpPO3pavHas  NAEHKa, pasHoiX UBETOB  (3encHuin, ronySoi,
HEATPaNbHLINM, PO3OBLIN W HEKOTOpbiE Apyrue), KOTOpLI AeNaeTcH U3 CneuuasbHoOM
nieHkt w3 nomwacrepa (PET) w nomunponuneHa (PP CAST) W cneuuansHoit
meamumHckon Gymaru (PROPYPEL uaum STERIKRAFT) Genoro usera, NpoBepeHHOW Ans
obecneueHnsl BbiCOKOH aHTHOaKTEpHANbHOM 3alMThl C WHAMKATOPaMW Napa M rasa,
MCRONHEHHBIMY CEPTMOMUMPOBaHHLIMU YepHWiaMK. Ha MefiuumHckoW Gymare Moxer
Take OLTh OmedyaTaH) HasBaHMe MapKM WM KAmeHTe obblNHOM  NeuaTHOR

nNPOrpaMMois.

Mpo3payHan naMmMHaTHanA NNeHika COOTBETCTBYET CReAYIOLMM HOpMaM

=  {(LUwpxynmsip N2 84 MuHucrepctsa 3apasooxpadenms oT 28.12.77 r. n DM,
21/03/1973 n aanbHeitune USMEHEHNS;
Hopmut DIN 53363, 53455;
Owpexrvsa UE 90/128/CEE or 23/02/1990, Briouan NOCAAYIOIME RONONHEHWUS;
Aupextuea UE 92/39/CEE ot 14/05/1992
Avpextusa 93/9/CEE or 15/03/1993
Oupextuea 95/3/CEE ot 14/02/1992
FDA 21 CFR 177.1520 ot anpenn 1994
U cooTBeTCTBYET EBpOneitckoit [upextuBe 94/62. OHa npou3BoAUTCS naq xomponem
CVCTEMbI KAYECTBA Kak PErvcTPaLus COOTBETCTBYIOWMX NOCTABLLMKOB,
HeiTpancHasi meauumHekas Gymara no 60 r/ke.M. u 70 r/ie.M. cootBercTayer EN 868
(EBpona) W NPOU3BOAMTCS NOA KOHTPONEM CUCTEMbl Ka4eCTBa KaK percTpaums
COOTBETCTBYIOWIEND NOCTABLMKA.
CaMmosaneqvaTsiBaloMecst fakeThl MPOMSBORSTCH B COOTBETCTBMW C MENAYHAPOAHLIMW
craHaapTamm EN 868.
CaMo3aneyaTHIBAIoIMECH NAKETH KCNONML3YIOTCA AN NPOUECCa NAPOBOM CTEPHNU3ALIMM
WM ctepuamsalivit okemaoM smwieHa (MTA3) oTAe/HbLIX NPEAMETOB; BEPHOCTL
CTepWIN3ALIMU  MOATBEMKAAETCA MU3IMEHEHWEM LBETOB MWHAUKATOPOB: N8 rasa
TeMRepaTypa mwmmummﬂmummuuwmumc
royboro HAa TEeMHLIA XENTO-KOPHUHEBLI; ANS Mapa TeMneparypa CTEpWIHSaLMM
cocrasnsiet 121-134 rpag. Lemoun W UBET U3MEHASTCA C PO30BOI0 Ha KOPUUHEBLIH.
MakeTbl MOTYT CTEpWAM30BATLCR TOMLKO MOTOMy, uYTo sBAsmoTcs O[HOPASOBLIM
MEAMUMHCKMM NpUCTiocobGnermeM, TakuMm 06paoM, Nnocne MCONOML3OBAHUA KX HAA0
BLOPACHIBATL M OHU HE MOTYT WCIOAL30BATLES ANt BTOPOMO UMKRA CTEPURM3ALIMM.
3anpeluaeTcs NCONL30BATE NOBPEXAEHHLIE NTAKETD.

3murenT: DIAQ Firma Bara 03/09/2002
Onobpesio: PCA Firma ' MNepecorp 04
Texrmuecxoe npunoxesme N2 05 cp. 1/4
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COMKEBA® C.p.t.
E-mail: info@misa-sogeva.com

Kpome TOro, Mbt MHGOPMMPYEM KOHEUHOMO NOML30BAaTENs), YTO MakeT A0MKeH XpPaHWUTLCA B
MEeCTe, 33WMILEHHOM OT NPAMbIX COMHEHHBIX NTY4SH B CyXOM MECTe npu Temneparype ot 10
ao 18 rpaa. Lenbcua u snamxocTv 35-50%; nakeT MOXHO WCROAL30BATL TOSILKO Mocne
NpoBEPKKW TOro, 4TODH Ha ynaxoske He ObN0 MKW U €CNTW OH YACTUHNHO MCMONL30BaH, OH
AorexeH ObiTh 3aKPHIT repMeTUYHO,

DomkeH GbiTb yrasaH HoMep NapTHK 1B 2 6YKB K 6 UWDP KaK yKa3aHo HUXe:

- nepebie e GyKBbl YKa3biBalOT Ha NAPTHIO HCTIONL3YEMOW TTNEHKU;

- TpetbA UM(Pa YKasbiBacT ONepaTtopa, KOTOPLIM Pabotan Ha MalMHE, NPOW3BOAALLEH
N3KeTbi, B MOMEHT NPOUIBOACTES;

- nocneaHne UwbpsLl YKasbiBaloT AaTy: nepshie Ase Lupol - AeHb, BTOpHIE ABE - MeCAl,
nocneaHss OAHa - rof NPOMSBOACTEa,

Homepa napTiM yKasaHbl Ha BHeElHe# kopoGike Ans NMOAHOTD OTCNEXUBAHNA NPONCXOXACHUA
MPOAYKLIMW M TaIOKE B COOTBETCTBMM C TEXHUYECKMMU U NPOMIBOACTBEHHHIMU [IOKYMEHTAMM,
XpaHsUMMKCS B HatlleM ogpuce B TeseHue 5 nert.

Mbl XOTMUM OTMETHTL, HTO HOMEP NapTWW, OTNeYaTaHHLI Ha GyMare, Wcnonb3yeMol Ans
NPOM3BOACTB MNAKETOB, He J0/KEH NPUHUMATLOA BO BHUMAHME, NOTOMY 4YTO OH
MACHTUMUMPYET NAPTLHIO NOCTABLIMKS ChiPbs.

MakeT (He MCNONL30BAHHLIE ANS CTEPWIM3AUMM) MOTYT MCTIONL30BATLCA B TedeHuwe 3 nert ¢
8aTH NPOM3BOACTBA, NMPU YCNOBWM TOTD, WTO KOpOGKA, €Cnt OTKpLbITA, AOAXHA ObiTb
COOTBETCTBYIOIWMM O6Pa3OM 3aKpbiTa M XpaHWUTLCS BAANW OT CBETa, TEMUNa, BAMKHOCTM W
XOoRoga.

Haw cnocob aocrasky ocHoBad Ha npwumvne FIFO (no oqepeam), 41O O3HAJAET, 4TO
MaTEpHan NOCTABASETCA B NOpAAKe AaThi NMpou3BOACTBa (NPOAYKUMRE NOKMAAET Ciag B
XPOHOMOTUECKOM NOPAZKE) W Mbl PEKOMEHAYEM NONL3OBATENAM NOCTYNATh Tak Xe And
Toro, YTo6hi Ha XPaHeHNH UMENUCH TONLKO NOCNEAHWE MapTIM.

TexHuuecku, Topsuve 3anedatkd sensiotcs "Multifine”™ w uononHenss kak  nonocka
OZMHAKOBOH LIMPHHLE {MMEIOILME KaK MUHMMYM 3 3afeuaTku Ha obiei wupuHe 8 MM B BiHae
apKM, BepliMHa KOTOPOH HBNpaBneHa HapyXy) U paccTosHve Ans Toro 4Tobbl obecneuuTs
Gonee BLICOXOE CONPOTMBAEHME YBENMYEHWIO [ABNEHMA W pPaspubiBy; TAOKe OHM
obecneunsaloT Sonbiuyto pelability. (sopowcroctu? npum. nepes.)

NakeTy 06ecneunBaloT YakoBKy C BbICOKIWM TEXHONOIMUECKMM KaYeCTBOM COAEP@HMA W
OHH 4aCTUYHO NOAXOAAT AnA Gonee GLICTPOrO NPUMEHEHUSR W 3aKpbiTUR NakeTa. OHK Taloke
AOAXOAAT ANS NOMBL30OBATENEHM, Y KOTOPHX HET 3aNeyaThiBaloWei MAMHLL, NOTOMY 4YTO
MMEIOT CNEeLMANBHYIC NIMNKYIC MONOCKY, KOTOPan repMeTMHHO 3akpuiBaeT naxeT. Owu
npeaHasHaveHbl NN YAOBNETBOPEHMS PasHOOOPasHLIX HYXL YNAGKOBKM B MEAMLMHCKON,
CTOMATONOHECKOH M NPOMBILNEHHOW O6NacTw,
Camo3aneyaThiBaICIMECH NAKETHl YNAKOBLIBAIOTCH B KOpobku no 200 wT. U B KAPTOHKK AnA
3BLWMTHE OT NI M BRKHOCTH. _

SmurenT: DIAQ Frma Aara 03/09/2002

Onobpetio: PCA Airma Nepecmorp 4
Texrmueckoe npunmkerne N2 05 cTp. 2/4
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COIDKEBA® c.p.n.
E-mail: info@misa-sogeva.com

Npepocrepexenns:

1) Qo ctepunusaumu npoceba npoBepvts UTO6N MakeT Gbu 3aNoNHEH MaKCUMYM Ha 3/4
06beMa, Tak JTobhl Kpan He Meluanu 3aneuarxe.

2) MPUKPHIBATD KOHLIN M PEXYILME KPOMKM WHCTPYMEHTOB COOTBETCTBYI0ILEN 3atMTOMN.

3) KnacTb WHCTPYMEHTH PYKOATKON K OTKPLIBAE@MOW CTOpOHE NaKeTa.

9) He ncnonb3oBaTh pacTBOPUTENM Ha pacneqarke

5) uHOpMayMa ACKHa GbITh HANWCEHA M3 APNLIKE M MPUKNEEHa Ha CropoHe GyMaru
WA TVIEHKM; NPOCLBa He MCaTL HENOCPEACTBEHHO Ha MakeTe M, Kak 6l To Hu Bbino,
GyabTe MAKCHMAIbHO OCTOPOXMHEN ANA M3DEXaHMS 3arpaAsSHEHMA B0  BpeMs
HCTIONbL3OBaHKUA,

TEXHUWYECKAS! MHOOPMALINA

Liser vHaMKaTopa napa: OT po30BOro 10 KOpUIHEBOIro
Mbt XOoTEnK Gbl OTMETHTD, YUTO YEPHIUTA, NCTIONbIYEMDbIC [NA WHAKKATOPA
napa, He SBASIOTCA uYepHwnaMu ana rpaduuecxoil nevarn. 1o ocobble
XuMuueckne vepina. flpouece Crepunnsaumm Bbi3biBaeT XHMHYECKYIO
peakunio, KOTOPas NPUBOANT K WIMEHEHMIO UBeTa. Peaxuns O0CHOBaHA Ha
MHOIMX NEPEMEHHLIX M NOML30BATENs MONET OXXMAATD KOMEUHbIH LyBeT,
KOTOPLIN M3MEHAETCA OT CBETANO A0 CPEAHEROPHUCHEBOTO.

TeMnepaTypa naposoil crepwmsayun: 121-134 rpan. Llensenn

LiseT MHaMKaTOPa ra3a: OT ronyboro Ao TEeMHO-IKENTO-KOPHIHEBOIO.
Mbl x0TEAN Gbl OTMETHTD, MTO MEPHHAE, UCTIONLIYEMbIC ANR WHAMKATOPA
rasa, He SBNAIOTCH uepHWwnaMu ans rpadhedecxoi neyam. 3ro ocobumie
xumuveckne uyepHmna. Mpolece CrepuanM3ayvM BbI3hIBAET XMMMUECKYI0
peaKuMIo, XOTOpan NPMEOANT K U3MEHEHMIO 11BeTa. PeaiyMa OCHOBaANA Ha
MHOMX NEpEeMeHHbIX W NONb30BATEND MOMET OMMIAATS KOHEUMbIH uBerT,
KOTOPbIA M3MEHAETCR OT roNYGOro 40 TEMHO-ICE/TIO-KOPHWUHESOTO.
TeMmnepaTtypa naposoi crepmausayun: 30-54 rpaj. Lienscus

SmurenT: DIAQ Firma Aava 03/09/2002
Opobpero: PCA Firma Repecmotp 04
Temuueckoe npunoxexue N 05 crp. 3/4
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CODKEBA® c.p.n.

E-mail: info@misa-sogeva.com
£
PET. HOMEP PA3SMEP YNAKOBKA
A90X230 MM 90X230 200 wr./ropobia
8 wpobox/rapToHka
AS0X330 Mm 90X330 200 wir./ropolica
12 xopolox KapToHKka
A40X250 Ma140X250 206 wr./mopobca
6 kopoBoK /raproma
A140X330 mw140X330 200 urr./xopobxa
7 wopolox /rapToHka
A190X330 MM190X330 200 wr./xopotika
_ 4 xopolox /xapTonka
A300X370 MM300X370 200 wr./xopoGra
1 xopotixahapronka
A330X440 MMI30x440 200 wr./apTonka
SemienT: DIAQ Firma Aara 03/09/2002
Onotpeno: PCA Fema 04
Taunrecxoe npuamnense N 05 op. 44

OPHLIMANBHAR ATIMUHNRCTPATVBHAR PESWAEHLAS: 25010 BOPTOCATONO (Bpeums), HTATINSA - Bua IV Hosewbpe 274,
Ten. +39 D30 2500420 2500251 - Ganc +39 030 2561182 HAKIOBHIA KO 09056160154 PIVA 03558360172
PETVICTP NPEDRPUSTHIA BPELLIAV (BPELLMA) 2000 42210 HOMEP REA 362969
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IC6op B3bicKkat B cymma 3.00 espal

NAMATA TOPIrOBAW, NPOMBILLNEHHOCTH,
PEMECSIA U CENbCKOTrO XO3AMCTBA

BPELLVA

Konus HacTosLero akta ASNOHMPOBaHa no npocube
¢wpmt COIDKEBA C.P.J1. BOPTCATONNO (Bpewius)
Cero AHA B 3TOW nanare.

Tepbosas nevars: TATIATA TOPYrOB/IM, NTPOMBILLIIIEHHOCTY,
PEMEC/IA M CEfTbCKOIO XO3CTBA BPELLIHN

bpewwus 17 mapra 2003 r.

3a 'EHEPATbHOIO CEKPETAPS
YNOAHOMOUEHHbIA YMHOBHHK
/nopnmnce/

(Annea Boapu)

lfepbosas rieyars: ITAJIATA TOPIOB/M, ITPOMBILLIERHOCTH,
PEMECTIA ¥ CEITBCKOIO XO3AMCTRA BPELLIMM

ANMOCTHAMbL
(Faarckas koHBEHUMA OT 5 OKTAGPs 1961 r.)

UTATbAHCKAA PECTIYB/TUKA

Hacrosumit ofuumManbHbliA AOKYMEHT MOANMCAH
Annea boaps,

ACHCTBYIOWIEH B KIUECTBE YIRAIHOMOYEHHOIO
M CKpEenneH NevaTbio /lanar T0prossm Bpeumy
YAOCTOBEPEHO:

B bpewwn 18.03.2003 r.
3a MpaBUTENLCTBEHHOIND KOMKUCCAPA
wraMrr; 3aM. BMpEKTopa GyxXranTepckoro oTaena

/roamicy/
nog HomepoM 10168
Mevaro: MNpedexTypa bpewmn
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TexcT AaHHOrO AOKYMEYTa nepeBen ¢ aWNIMIRCKOTO S3biKa Ha PYCCKMIA A3LIK

Bankos Oner BanepbeBuy.

ropoa MockBa, BTOpOro anpens Ase ThiCAYM TpeTbero roga
51, Bepracosa anuHa MsaHoBHa, HOTapuyc fopoaa Mockaw, cBnaeTensCTBYIo
NOASIMHHOCTE  NOANUCH, caenaHHoW nepesoauynkoMm bBakkoswim  Onerom
Banepbesuvem.

3apervcTpupoBano B peectpe 3a Ne 40 —~-A 20

BabickaHo no Tapuy _ £5-00 _ pyb.

.. Bepracosa.
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Nuweva scheda teenica

Fogtiot
E-mail: info@misa-sogeva.com
:- GUSSETTED POi.ICHES FOR STEAM AND GAS
STERILIZATION

Gussetted pouches are made of a plastic materiai called laminated transparent
fiim produced in different colours (green, light blue, neutral, pink and some
others) which is made by a special fim of polyester (PET) and polypropylene
(PP CAST) and special medical paper (PROPYPEL or STERIKRAFT) in white
colour, studied to assure a high anti-bacterial protection and printed with steam
and gas indicators made by certified ink. The medical paper may also be printed
with own brand or name of customers with a regular printing program.
Transparent laminated film is conforming to the following norms :

(Circolare nr.84 issued by Ministero della Sanitd dated 28/12/77 and
D.M.21/03/1973 and further alterations);

DIN norms 53363, 53455;

Directive UE 90/128/CEE dated 23/02/1990 including further amendments,;
Directive UE 92/39/CEE dated 14/05/1992,

Directive 93/9/CEE dated 15/03/1993.

Directive 95/3/CEE dated 14/02/1995

FDA 21 CFR 177.1520 dated April 1994

and it conforms to European Directive 84/62. It is produced in a quality system as
registration of the relative suppliers.

Neutrai medical paper of 60 grisqm and of 70 grisqm is conforming to EN 868
(Europe) and produced in a quality system as registration of the relative supplier.
Gussetted pouches are certified by TUV Product Service GmbH at nr. B 00 02
26250 002 and they are produced following intemational standards EN 868.
Gussettd pouches are used for the process of sieam or ethylens oxide
sterilization (GAS) of single items; the comect steriization is certified by the
change of indicators colours: for gas the sterilization temperature is 30° C -54°C
and the coiour changes from light biue to dark yellow brown ; for steam the
sterilization temperature is 121° C - 134° C and the colour changes from pink to
brown.

Pouches can be sterilized only once because it is a DISPOSABLE medical
device, therefore once it has been used, the pouches must be thrown away
because they can not be used for a second cycle of sterilization.

it is forbidden using the pouch if it is damaged.

m:mm@" Dets  030N2002
Approvato : PCA Fiena &g Ravisione 04
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Besides, we inform the end-user that the pouch has 10 avoid the direct sunlight
and it has to be slored in a dry place with a temperature between 10° C and 18°
C and humidity between 35% and 50% ; the pouch has to be used only after
having checked that no dust is on its packing and if it is partially used, it must be
hermetically closed.

Lot number, made by 2 letters and 6 numbers, has to be read as specified here
as follows:

- first two letters identify the lot of the film used;

- third number identifies the operator which works on the production machine at
that moment

- last numbers identify the date: first two numbers are the day, further two
numbers are the month and the iatest one is the year of production.

Lot numbers are showed on the outside carton in order fo assure the total
tracebility of the product also due to the technical and production documents kept
in our office for 5 years.

We would like to point out that the ot number printed on paper used to produce
pouches has not be considered because it identifies the lot of the supplier of raw
material.

The pouches (not even sterilized) can be used within 3 years from production
date considering that the box, if opened, has to be suitably closed and stored far
from light, heat, humidity and cold.

Our delivery method is based on FIFO (first in - first out); this means that the
material is delivered in order of production’date (the items get out of warehouse
in chronological order) and we recommend users to do the same in order to have
in stock only the latest lots.

Technically, the hot sealings are “Multiline” and made by bars with regular width
(with at least 3 sealings for a width of 8 mm total, with arc form whose point is
direct to the outside) and distance in order fo assure higher resistance to
pression rises and to burst; they also grant the needed pelability.

Pouches assure a packaging with a high technological quality content and it is
suilable for the sterilization of objects that need a bigger capacity in order to
salisfy the different needs of packaging in hospital, dental and industrial fields.
Pouches are closed with a band and packed in a transparent plastic material and
put in a carton in order to protect them from dust and humidity.

P i
&
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process, please, check that pouch is filled for maximum %

-] sealings are not obstructed at the edges

e end and the cutting surfaces of instruments with approppriate
. 'Bl‘&ﬂ‘é\‘? «com

3) put the instruments with the handle at the opening of the pouch

4) do not use solvent substances on the printing

5) possible words have to be written on a label and sticked on paper or fim side;

please do not write directly on pouch and, anyway, use the maximum care to

avoid contamination problem during using.

TECHNICAL DETAILS

Steam indicator colour : from pink to brown

We would like to point out that the ink used for steam indicator
is not a graphic printing ink. [t is a chemical process ink. The
sterilization process causes a chemical reaction which causes a
color change. The reaction is based on many variables and the
user can expect a final colour that changes from the light brown
to medium brown.

Steam sterilization temperature : 121°C - 134°C

Gas indicator colour: from light blue to dark yellow

brown

We would like to point out that the ink used for gas indicator is
not a graphic printing ink. It is a chemical process ink. The
sterilization process causes a chemical reaction which causes a
color change. The reaction is based on many variables and the
user can expect a final colour that changes from the light blue to
dark yellow brown.

Gas sterilization temperature : 30°C- 54°C

Emittante : DIAQ Firma @ Data 03092002

Approvato : PCA Firma 8( Revisione 04
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SIZE PACKING

mm100X50x300 1.000 pouchesi/carton
rmm150XS0X400 $00 pouchesicarton
mmi50X50450 500 pouches/carton
mm200XS5)400 250 pouchasicarton
mm200X53X500 250 pouches/carton
mmZS50X65X500 250 pouches/carton
mm300XB0X550 250 pouchesicarton
mm300X30Xe00 500 poucheal/carton
mm500X110X600 500 pouchesicarton

Schedatecaican® 04 Pagina 44
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NAKETBI CO CKNAZKON 1A NAPOBO M FA30BO#H CTEPWIM3ALIUM

MakeTbl €O CKNAAKOM NPOVZBOASTCA M3 MMIACTHKa, HAIIBAEMOIO NAMWHUPOBaHHaA
Npo3paukasl NNIEHKa, PasHbX LBETOB (3enenuiit, ronyﬁoﬁ, HEMTPaSTbHLIA, PO30BLIA M
HEKOTOPhHIE APYTHE), KOTOPbIK ASNAETCH M3 CEUMANLHON INEHKM 13 nonwacTepa (PET) v
nonunponunesa (PP CAST) u aneumancHod meauumnckon Gymaru (PROPYPEL wm
STERIKRAFT) Genoro usera, nposepedHold AnA  obecneueHusl  BLICOKOM
anTvbaKTepuanuHoOit  33UMTHI C WHAMKGTOPaMW Mapa W rasa, MUCTIOMHEHHLIMK
cepTuuUMpOBaHHLIMU  YepHIWIaMM. Ha mMeauuuHckol Gymare MOXET Takxe 6uiTb
OTNEMaTaHC Ha3BaHNE MaPKM Wi KIMEHTA OGLIMHON NevaTHON NPOrpaMMoit.

MpospauHan aMUHATHEN NVIEHKa COOTBETCTBYET CNEAYIOWMM HODMAM

» (Uupxynsp N2 84 MmmcTepcTsa 3apasooxpaHeHsn oT 28.12.77 r. u D.M.
21/03/1973 v gansHeititine MIMEHEHUS,
Hopmbi DIN 53363, 53455;
Anpexrnea UE 90/128/CEE ot 23/02/1990, BiUouan NOCAEAYIOLAE AONONHEHUS;
Dupextva UE 92/39/CEE ot 14/05/1992
Mmpexmvea 93/9/CEE ot 15/03/1993
Awpexmwaa 95/3/CEE ot 14/02/1992
FDA 21 CFR 177.1520 ot anpensn 1994
¥ cooTBeTCTBYET EBponeickon fiupextuse 94/62. Oxa Mpou3BOaUTCS TNOH KOHTPONEM
OMCTEMb KAYEeCTBa KaK PErMCTPaLMs COOTBETCTBYIOWMX TOCTABLMKOB,
Helftpanthas meauumwHcxan Gymara no 60 r/xe.M. u 70 r/ke.M. coorseTcTeyer EN 868
(EBpona) ¥ nNpoM3BOAWTCA NOA KOHTPONEM CUCTEMbI Ka4ECTBa KaK PerucTpaumn
COOTBETCTBYIOWErO NOCTaBlMKA,
Nakerw co cknaaxoi ceptudmumposanst TIOB Mpoaykr Cepsuc MMBX 3a N2 B 00 02
26250 002 v NpOM3BOAATCA B COOTBETCTBUM C MEXAYHAPOAHLIMU CTangapTam EN 868.
MakeTel €O CKNAAKOW WMCNOAL3YIOTCH NS NPOUECCa MapoBO CTEPWIM33UMM WM
creprsm3auni OKCUAOM ITuneHa (TA3) oTASNBHBIX MPEAMETOR; BEPHOCTR CTEPHIMIaLMI
NOATBEPHAAETCA M3MEHEHMEM LBETOB MHAMKATOPOB: A9 Tasa  Temnepatypa
crepuwmsauun coctarnser 30-54 rpan. Llenocus W UseT u3MeHsieTca ¢ roayboro Ha
TeMHbIA XEeNTO-KOPUYHEBLIK, ANA Mapa TeMmnepaTypa crepwiMsauun cocTaBaser 121-
134 rpan. LiensCna i UBET U3MEHAETCA C PO30BOI0 HA KOPHYHEBBIX,
MakeTol MOTYT CTEpMAM30BATLCHE TOALKO NOTOMY, wTO sensotcr OOAHOPA30BLIM
MEAMLVMHCMMM NPUCocobneHeM, TakuM 00pasoM, NOCNE WCMONL30BaHWMSA WX HaA0
BbIGPACHIBATL U OHM HE MOTYT KCTIONL30BATLCR NS BTOPAMD LMKNA CTepH/M3aLUH,
3anpeiaeTcn NCNoMb30BaTh NOBPENIEHHbIE NAKETHI.

3murenT: DIAQ Firma [Jara 03/09/2002
Onobpeno: PCA Firma ' flepecmotp 04
Texnnieckoe npunoxerue N¢ 04 . ¢1p. 1/4
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Kpome Toro, Mbl MH(OPMUMPYEM KOHEUHOro MOML30BATENSA, YTO MAKET AOMKEH XPaHUTLCR B
MECTe, 3aWMILEHHOM OT NPAMbLIX COMHEUHBIX NyYel B CYXOM MecTe npM Temnepatype ot 10
Ao 18 rpaz. Lenbcuna u BRaxXHOCTM 35-50%; naxer MOXHO WCNONb3OBATL TOMLKO nocne
RPOBEPKN TOr0, YTOGH Ha YNAKoBKe HE ObiNo NLIMM U €N OH YaCcTUNHO MCNOIL30BaH, OH
BOMKEH ObiTh 32KPLIT repMeTHHHO.

Domxen 6biTb yKa3aH HoMep NapTik U3 2 6yKs n 6 uwbp KaK YKa3aHO HUXKe:

- nepebie Ase GyKBbl YKa3uiBAIOT HA NAPTUIO NCTIOTNB3YEMOH NACHIH;

- Tpetes um(pa yKasbipaeT oNeparopa, KOTOpbiA paboTan Ha MauuHe, NpouIBOSAWEN
NaKeThi, B MOMEHT NPOH3BOACTBA;

- nocneaHme uwbpbl YKaswWBalOT AaTy: nepsbie ABe uWhpH - AeHt, BTopbie ABe - Mecsl,
nocneaHas opHa - FOA NPOM3BOACTEa.

HoMepa napTim yKasaHei Ha BHelHEA Kopobke A1 MONHON OTUIENMBaHWUS MPOUCXOXKAEHUS
APOAYKLIMM 1 TAIOKE B COOTBETCTBMM € TEXHHUECKMMIA U NPOMBBOACTBEHHLIMY ROKYMEHTAMM,
XpaHALMMUCA B Hallem omce B Teuenne 5 ner.

Mbl XOTMM OTMETWTb, YTO HOMED NapTwW, OTNEYaTaHHbid Ha Symare, MCNONbL3yeMO AAA
NpOM3BOACTEA MNAKETOB, HE ROMKEH NPUHUMATLCA BO BHMManme, MOTOMy YTO OH
waeHTMMLMpYET NAPTUIO NOCTABIIMKA ChipbA.

MakeTol (He MCNONL30BAHHLIE NN CTEPMANSALIMN) MOTYT MCNONL30BATLCA B TEUeHWE 3 NeT ¢
A3TH NPOM3BOACTBA, NP YCNOBMM TOMO, YTO KOpoOKa, ecnM OTKpbLITa, A0MKHa Ouith
COOTBETCTEYIOMMM 0GPa30M 33KpLITa U XPAaHWTLCR BAANW OT CBETA, TEM3, BAAKHOCTH U
xonoga.

Haw cnocoG AOCTaBKM OCHOBaH Ha npuHuune FIFO (no otepean), 4UTO O3HavaeT, 4TO
MaTepuan noCTaBNAETCA B NOPAAKE AaThi MPov3BoACTBa (NPOAYKIMA NOKWASET KNag B
XPOHONOTUHECKOM NOPAAKE) M Mbl PEKOMEHAYeM NOoNb30BaTeNsiM NoCcTYNaTh Tak Xe Ans
TOrQ, MTOOLI Ha XPAHEHUH MMENNCH TOALKO NOCNEAHUE NapTHK.

Temmueckn, ropauve 3sanevatTky sensorca "Multiline” M wcnomHeHbl KK  NONOCKM
OAWHAKOBOW LIMPKHLE (MMEIOWME KakK MWHMMYM 3 3ane4atku Ha obweit WwHpnHe 8 MM B Buae
apxM, BEpWIMHA KOTOpOIt HanpanneHa HapyXy) M paccToaHKe ana Toro uTobol obeqreunTs
6onee BLICOKOE COMPOTUBAEHWE YBEWUEHMIO A3BACHUS W pa3puiBy; Tailoke OHW
obecnieunBaloT Bomuyio pelability. (eoparcrocTs? nprM, nepes.)

NaxeTH 06LCNEUMBAICT YTIAKOBKY C BLICOKMM TEXHONOIMHMECKNM KBYeCTBOM COASPXAHWA ANns
YAOBNETBOPEHUS PE3HOOOPAsHbIX HYXKAO YIAKOBKM B MEQMLIMHCKOM, CTOMAaTONOMMECKOd W
NpoMbilLNeHHOK 0BNaCTI.

MNaxeTsl 3aKPbLIBAIOTCA NOBA3KON W YNAKOBLIBAIOTCH B NPOGPaqHBLIA NAAcTHK ¥ B Kopobku Ans
3aUMTH OT NBIAK W BAGKHOCTA.

SmurerT: DIAQ Fima [ata 03/09/2002
Onobpero: PCA Firma Nepecqotp 04
TexHveckoe npunoxexne N2 04 . cTp. 2/4
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MpenocrepexeHus:
1) Do crepunu3auum npocbGa NpoBepMTL YT06L! NakeT 6bin 3anonHEH MakCMMyM Ha 3/4

o6bemMa, Tax JTOOLI Kpaa He Mellianm 3aneuaTke.

2) MpUKPBIBATL KOHLBE W PEXYLME KPOMKH WHCTPYMEHTOB COOTBETCTEYIDILEH 3aUMTON.

3) KnaCTb MHCTPYMEHTDI PYKOSTKON K OTKPbIBAeMOR CTOpOHE NaKeTa.

4) He MCNons30BaTh PpacTBODMTE/IN Ha pacnedare

5) uHbopMaUMA AOMKHE ObiTh HANMCaHA Ha SPNLIKE M NPUIUIeEHa Ha CTopoHe Gymarn
WM TIEHKM, NPoChBa He NMCATh HENOCPEACTBEHHO HA NAKeTe U, Kak bbl To Wi Bbino,
GyabTe MaKCHMANbLHO OCTOPOXHL AN MSOEXaHMSI  3arpaaHeHNs BO  BPEM3
MCNONbI0BAHUS.

TEXHUYECKAR UHOOPMALIUA

Liser Muanuxaropa napa: or po3oBoro A0 KOPpUUHeBoTo

M xoTenu Gbl OTMETHTL, YTO MEPHMNA, NCNONLIYEMbIE IR HHANKATOPA
napa, He ABJMIIOTCA MEPHWAAMK AAR rpadwueckoil neuat. 310 ocobuie
XuMuueckue vepuuna. fpoyecc crepunm3auwM Bbi3biBAEeT XHMMUECKYIO
peaxiyuio, KOTOpas NPMBORMT K M3MEHSHNIO LBeTa. Peaxyua OCHOBaHA HA
MHOMMX NEPEMENHBIX B NOALIOBATENAb MONET ONMAATL KOHEUHbLEM UBET,
KOTOPLIN M3MEHRETCR OT CBETAO A0 CPERHEKOPIICHEBOIO,

TeMnepatypa NapoBoi ctepuansaipm: 121-134 rpap. Lienvoun

Hser nnaMKarTopa rasa: or rony6oro A0 TEMHO-KENTO~-KOPHYHEBOTO.
Mbi xotenu 661 OTMETMTH, HTO YePHWAA, NCNORbLIYEMble ANS WHANKATOpa
rasa, He SBASIOTCA uepHwiaMn ann rpadnuecxoi nevyarn. 310 ocobuie
XuMHyecKkne uepuwna. flpoyecc CrepuaM3aiMM BbIZMBACT XMMMUECKYIo
PeaxKuMIO, XKOTOPan NPUBOANT K M3MEHEHNO LiBeTa, Peakius OCHOBaHa Ha
MHOrMX MEpeMeHHbIX W NONL3OBATENL MONET OKKAATD KOHEeUHbIH UBeT,
KOTOPbIA M3MEHAETCA OT rony6oro A0 TEMHO-KENTO-KOPMYHEROT O,
Temneparypa napoeoit crepmnnsatinn: 30-54 rpaa. Lienscns

SmutenT: DIAQ Firma Aara 03/09/2002
Onobpeno: PCA Firma fNepecmorp 04
TexHndeckoe npunoxeHue N2 04 crp. 3/4
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PEl. HOMEP
BS100X50X300
BS150X50X400
BS150X50X450
BS200X55X400
BS200X55X500
BS250X65X500
BS300X80X550
BS300X80X600
BS500X110X600

PASMEP

MM 100X50x300
MM 150X50X400
mum150X50X450
MM200X55X400
MM200X55X500
MM250XB85X500
mm300X80X550
Mmm300X80X600

YNAKOBKA

1.000 nakeroe B Kopobke
500 naxetos B kopobke
500 nakeTop B KOpobke
250 naxetos B xopobie
250 naxetos B kopobke
250 nakeToB B KOPOOKe
250 naxeTtop B Kopobke
500 naxetoB B Kopobke

Mm500X110X600 500 nakeTos 8 Kopobke

Dwrrent: DIAQ Flrma Aara 63 /0972002
Onpobpenc;: PCA Fema 04
Toosackos npinaonetine N2 03 - 4/4
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IC60p B3bickaH 8 cymma 3.00 espa

MANATA TOPrOB/U, NPOMBILLLTEHHOCTH,
PEMECNA W CENTbCKOrO XO35ACTBA

BPELLIMN

Konua HacToAWero akra AenoHWpoBaHa no npocsbbe
¢dupmbt COPKEBA C.P.J1. BOPICATO/UO (Bpeimn)
Cero AHS B 3TOM Nanarte.

Tepbosas nevars: NAJIATA TOPIOB/TH, ITPOMBILLTEHHOCTH,
PEMEC/IA M CEITbCKOrO XO3WICTBA BPELLIMH

bpewws 17 mapra 2003 r.

3a MEEHEPANLHOIO CEKPETAPS
YNOSHOMOYEHHbIA YHHOBHMK
/nognuce/

(Annea boapw)

fepbosan nevars: FAVIATA TOPIOB/TH, [TPOMbBILLTEHHOCTH,
PEMECIIA ¥ CETTBCKOO XO394CTBA BPELLIIM

AMOCTUb
{Faarckas KOHBEHUMS OT 5 OKTA6pA 1961 r.)

WUTANbAHCKASA PECITYBJTMKA

HacTrosutmit oduumansHblit AOKYMEHT NoanMcaH
Annea boapw,

BeACTBYIOIEH B KAYECTBE YIIOVIHOMOYEHHOIO
W CKpertned Nevarwio flanarsl Topros/in bpetus
YAOCTOBEPEHO:

B bpewmu 18.03.2003 r.

33 MNpaBMTEeNLCTBEHHONO KOMUCCAPa
wramMin: 3aM. avpexTopa Gyxrantepckoro oTaena

/roammce/
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. Teker AAHHOTO AOKYMEHTa JePeBeN C aHIMUACKOTO A3biKa Ha PYCCKMA ASbiK
nepeBoa4UK Bankos Oner Banepbesuy.

ropoa Mockea, BTOPOro anpens ABe ThiCA4YN TPETLETO FoAa
A, BepracoBa NanmHa MaaHoBHa, HOTapuyc ropoaa MocKBbl, CBHAETENLCTBYIO

NOANMHHOCTL MOANMCH, CAENarHOW nepeBoaYMKoM BankoBbiM  Onerom
BanepbesnyeM.
3aperncTpupoBaHo B peecTpe 3a Ne b7~ 228
BabickaHo no Tapudy __ Z p0  pyb.

IW. Bepracosa.
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FLAT POUCHES FOR STEAM AND GAS STERILIZATION

Flat pouches are made of a plastic material called laminated transparent fim

. produced in different colours (green, light biue, neutral, pink and some others)
~ which is made by a special film of polyester (PET) and polypropylene (PP
- .. -CAST) and special medical paper (PROPYPEL or STERIKRAFT) in white colour,
". $tudied to assure a high anti-bacterial protection and printed with steam and gas

indicators made by certified ink. The medical paper may also be printed with own
brand or name of customers with a regular printing program.

Transparent laminated film is conforming to the following norms :

(Circolare nr.84 issued by Ministero della Sanita dated 28/12/77 and
D.M.21/03/1973 and further alterations);

DiN norms 53363, 53455,

Directive UE 90/128/CEE dated 23/02/1990 including further amendments;
Directive UE 92/39/CEE dated 14/05/1992,

Directive 93/9/CEE dated 15/03/1993.

Directive 95/3/CEE dated 14/02/1995

FDA 21 CFR 177.1520 dated April 1994

and it conforms to European Diractive 94/62. It is produced in a quality system as
registration of the relative suppliers.

Neutral medical paper of 60 gr/sqm and of 70 gr/sgm is conforming to EN 868
(Europe) and produced in a quality system as registration of the relative supplier.
Flat pouches are certified by TUV Product Servics GmbH at rv. B 00 02 26250
002 and they are produced following intemational standards EN 868.

Flat pouches are used for the process of steam or ethylene oxide sterilization
(GAS) of single items; the correct sterilization is certified by the change of
indicators colowrs: for gas the sterilization temperature is 30° C - 54° C and the
colour changes from light blue to dark yellow brown ; for steam the sterilization
temperature Is 121° C - 134° C and the colour changes from pink to brown.
Pouches can be sterilized only once because it is a DISPOSABLE medical
device, therefore once it has been used, the pouches must be thrown away
because they can notbeusedhrasewndcycleof%rﬁzahon

It is forbidden using the pouch if it is damaged.

wmm@ Data  03/082002
Approvato : PCA Firma 8£ Reyigione 04
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# ‘locevar

es‘Wé' ifform {he end-user that the pouch has to avoid the direct sunlight
;. pait '“fmm 6@ %tored in a dry place with a temperature between 10° C and 18°
C and humidity between 35% and 50% ; the pouch has to be used only after
having checked that no dust is on its packing and if it is partially used, it must be
hermetically closed.
Lot number, made by 2 letters and 6 numbers, has to be read as specified here
as follows:
- first two letters identify the lot of the film used;
- third number identifies the operator which works on the production machine at
that moment
- last numbers identify the date: first iwo numbers are the day, further two
numbers are the month and the latest one is the year of production.
Lot numbers are showed on the outside carton in order to assure the total
tracebility of the product also due to the technical and production documents kept
in our office for 5 years.
We would ke to point out that the lot number printed on paper used 10 produce
pouches has not be considered because it identifies the lot of the supplier of raw
material.
The pouches (not even sterilized) can be used within 3 years from production
date considering that the box, if opened, has to be suitably closed and stored far
from light, heat, humidity and cold.
Our delivery method is based on FIFO (first in - first out); this means that the
material is delivered in order of production’date (the items get out of warehouse
in chronological order) and we recommend users to do the same in order to have
in stock only the latest lots.
Technically, the hot sealings are “Multitine® and made by bars with regutar width
(with at least 3 sealings for a width of 8 mm total, with arc form whose point is
direct to the outside) and distance in order to assure higher resistance to
pression rises and to burst; they also grant the needed pelability.
Pouches assure a packaging with a high technological quality content in order to
satisfy the different needs of packaging in hospital, dental and industrial fields.
Pouches are closed with a band and packed in a transparent plastic material and
put in a carton in order to protect them from dust and humidity.

An

Emittente : DIAQ Firma LA Data 03/09/2002
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YHIGME £8That sealings are not obstructed at the edges

2) cover the end and the cutting surfaces of instruments with approppriate
protection

3) put the instruments with the handle at the opening of the pouch
4) do not use solvent substances on the printing
5) possible words have to be written on a label and sticked on paper or film side;
please do not write directly on pouch and, anyway, use the maximum care 10
avoid contamination problem during using.

TECHNICAL DETAILS

Steam indicator colour : from pink to brown

We would like to point out that the ink used for steam indicator
is not a graphic printing ink. It is a chemical process ink. The
sterilization process causes a chemical reaction which causes a
color change. The reaction is based on many variables and the
user can expect a final colour that changes from the light brown
to medium brown.

Steam sterilization temperature : 121°C - 134°C

Gas indicator colour: from light blue to dark yellow

brown

We would like to point out that the ink used for gas indicator is
not a graphic printing ink. it is a chemical process ink. The
sterilization process causes a chemical reaction which causes a
color change. The reaction is based on many variables and the
user can expect a final colour that changes from the light blue to
dark yellow brown.

Gas sterilization temperature : 30°C - 54°C
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B75X300

B160X100
B100X150
B100X200
B100X2350
B100X300
B100X350
B100X400
B100X500
B100XS50
B120X200
B120X250
B120X300
B120X400
B150X150
B150X200
B150X250
B150X300
B130X350
B150X400
B150X450
B200X200
B200X300
B200X330

SIZE

mn73x150
mm75x200
mnTSx250
mm7Ix300
mm7TEx400
mm73xd50
mm75x500

mm100x100
mmi0ix 150

mm100x350

1 50x 150

PACKING
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COMKEBA® cp.n.
E-mail; info@misa-sogeva.com

MNOCKHE NAKETH V1R NAPOBO M FA30B0W CTEPWIM3ALIMM

finockue nakeTs NPOU3BOAATCA M3 MPACTHKE, HASLIBAEMOTO JBaMUHMPOBAHHas
npo3pavHan NNeHKa, Pa3Hbx UBETOB (3eNeHblid, ronyboid, HeTpanbHLIM, PO30BLIK K
HEKOTOPbIE AAPYTUE), KOTOPLIM AENAETCA U3 TeUyanbHOW NNeHKy Us nomactepa (PET) v
nonunponuneHa (PP CAST) v crieupsancHoW MeaulHckol Gymarw (PROPYPEL win
STERIKRAFT) fenoro useta, npoBEpeHHOM Ans  obecneuyeHMA  BHICOKOM
aHTHOAKTEpMAnNbHOM 33lMTHI C VHAVKATOPaMW Napa M rasa, MCNOJIHEHHBMK
CepTMPULMPOBAHHBIMK  YepHWnaMu, Ha MeauuuHckoid OyMare Moxer Taioke 6biTb
OTNEYATAHO HA3BaHWe MapKVt WM KMeHTa OObIUHOIH NEYaTHOM NPOrpaMMOl.

Mpo3paqHas NAMMHATHAS FUIEHKA COOTBETCTBYET CReAYIoNNM HOpMaM

s  (Lwpkynsp N2 B4 Mummcrepcrsa 3ppaBooxpaHeHus ot 28.12.77 r. v D.M.
21/03/1973 » pgansHeinume M3MeHeHus;
Hopmibi DIN 53363, 53455;
Avpexmvea UE 90/128/CEE ot 23/02/1990, BiUiouas nocnegytowme ACnoHeHns
Awpextuea UE 92/39/CEE ot 14/05/1992
Auwpexcruea 93/9/CEE or 15/03/1993
Awpexcruea 95/3/CEE ot 14/02/1992
FDA 21 CFR 177.1520 or anpens 1994
u coovsercTByer EBponeitckoit [upextmee 94/62. OHa NPOM3BOAUTCS NMOA KOHTPONEM
CUCTEMD! KaUECTBa KaK PErMcTpalina COOTBETCTBYIOLMX NOCTABLMKOB.
HeirpaneHan MeguumHckas Gymara no 60 r/ke.M. n 70 r/kB.M. coorBetcTsyer EN 868
(Espona) » nNpPOMIBOAMTCA NOA KOHTPONEM CHACTEMBl KaUECTBA KaK perucTpaums
COOTBETCTBYIOLENO NOCTaBIUMKA.
lMnocxme naketw ceprmpuumnpobassi TIOB Npoaykt Cepsrc MTMBX 3a N2 B 00 02 26250
002 ¥ NPOU3BOARTCS B COOTBETCTBMH C MEXAYHAPOAHbIMK CTaHAapTaMK EN 868.
Mnocke nakeTHl WCNOAL3YIOTCR ANS NPOLECCA NApOBOR  CTEPUAM3ALMKM MW
CTEPMMM3ALIMK OKCMAOM STINEHE (FA3) OTASNBHLIX NPEAMETOS; BEPHOCTL CTEPUIN3aLIMY
NOAVBEPXAASTCA M3MEHEHWEM LUBEYOB MHAMKATOPOB: AARS fa3sa  TeMmneparypa
crepunvsauun coctasnaet 30-54 rpaa. Lenkcus v LBeT u3MeHseTcs ¢ ronyboro Ha
TEMHDBIA XENTO-KOPHUHEBLIA; AR Napa TEMNEpaTypa CTepumM3auMu cocTaBaset 121-
134 rpaa. LiensCya ¥ BET M3MCHAETCR C PO30BOro Ha KOPMMHEBbIN.
MakeTot MOTYT CTEPUAM30BATLCA TOMBKO NOTOMY, 4To sansioTen ORHOPA3OBLIM
MeAMUMHCKMM NpUCiocoBNeHneM, TakmM oGpasoM, nocie WKTIONL30BaHNS ¥X Hao
BbI0PaCHIBATL W OHU HE MOFYT UCMIOMLIOBATLCS ANS BTOPOTD LMKNA CTEpUAM3aLMN.
3anpeiaercs HCNOM30BATL ROBPENMACHHLIC NAKETHL,

SmureHT: DIAQ Firma Hata 03/09/2002
OnoGpetio: PCA Firma Tepecmotp 04
TexHwdecxoe npunoxexye N2 03 c1p. 1/4
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COMXEBA® c.p.n.
E-mail: info@misa-sogeva.com

Kpome Toro, mbl WHPOPMUPYEM KOHEYHOMO NONL30BATENS, YTO NAKET [AOIDKEH XPaHWUTLCA B
MecTe, 3AUMILEHHOM OT NPAMBIX CONHEYHBIX Nyyeld B CYXOM MeCTe npw Temneparype ot 10
Ao 18 rpaa. Lenbcua v enakHocTH 35-50%; NakeT MOXHO UCNONL308aTh TOMLKO nocne
NPOBEPKN TOro, YTobbl Ha yrakoeke He Gbino MbiMM ¥ €M OH HYACTHHHO WCTIONL30B3H, OH
AOMKEH GbiTh 3aKPbIT FEPMETHUHO,

DomkeH 6uITh yKasaH HoMep NapTm 13 2 GyKB U 6 LMD KaK YKa3aHO HIDKe:

- nepeble ABe OyKBb YKa3bIBAIOT HA NAPTHIO UCIIOMLIYEMOU NNEHKMA,

- TpeThA uMdpa YKA3LIBAIET ONEpaTopa, KOTOPbit pabotan Ha MalKHe, NpoM3soasiel
NAKETHI, B MOMEHT NPOM3BOACTEY;

- nocnegHve undpbl YKasbIBAKT AaTY: nepebie ABe WDPLl - AeHb, BTODbIC BE - MECAL,
NOCAGAHAR O/HA - rof NPOM3BOACTEA.

Homepa napTum yxasaHb! Ha BHEWHe! KOpoBKke N1 NONHONO OTCNEXMBAHUSA NMPOUCXOXACHUA
NpoayKLMAr 1 TAIOKE B COOTBETCTBUUA C TEXHUYECKMMIA U MPOM3BOACTBEHHLIMM JOKYMEHTaMU,
XPaHAIMMICS B HaWeM ouce B TevweHue 5 ner.

Mol XOTHM OTMETWTDH, YTO HOMEP NapTvM, OTTIevataHHLIk Ha OyMare, wTonuL3yemoit gns
NPOU3BOACTBR MaxeToB, He [OMKEH MPUHUMATLCA BO BHUMAHME, MOTOMY YTO OH
naeHTMRULMpPYET NapTHO NOCTABWMKA ChiPbA.

Maxeti (He MCNONB30BAHHBIC ANS CTEPHAMIALIMMY MOFYT MCNO/BIVBATLCH B TeueHue 3 ner ¢
AATH NPOM3BOACTBA, MPY YCIOBMWA TOFO, YTO KOpobKa, eCnM OTXpbiTa, A0mKHa Obith
COOTBETCTBYIOIMM OOPA30M 3aKPbiTa W XPaHUTLCA BAANW OT CBETA, TeflNa, BAANHOCTY M
xoso4a.

Haw c<nocod npocraBkn ocHosaH Ha npuHumMne FIFO (no ouepeam), |r0 o3Hauaer, uro
Marepuan NOCTABNAETCR B NOpAAKe AaThi APOM3BOACTBA (NPORYKLMS MOKMIAET CKnaa B
XPOHONOTMUECKOM TIOPAZIKE) M Mbl PEKOMEHYEM NONLIOBATENMAM MOCTYIaTh TaK Xe A
TOro, YTODK Ha XPaHEHW MMENUCh TONBKO MOCICRHNS NAPTUX.

TexHuuecxn, ropsune 3anedatky sensores "Multiline” w McnoAHeHbl Kak  noOOCKK
OAMHAKOBOMN WHPUHB (MMEIoILIME KaK MWHUMYM 3 3ane4aTin Ha obuied wupuxe 8 MM B Buge
apkn, BepllMHa KOTOPOK HanpasneHa HapyXy) W paccTofsHue Ans Toro YTebb obecneynTs
Gonee BbICOKOE CONPOTMBNEHWE YBENMMEHWO [JBNEHMA W paspuiBy; TaOKE OHK
obecneunsaloT Gonbiuyio pelabiiily. (sopowctocts? npum. nepes.)

NaxkeTut 06ecneUUBAIOT YNAKOBKY C BLICOKMM TEXHOMNOIUHECKUM KaUECTBOM COASKaHAA AN
YAOBNETBOPEHUA PAsHOOBPA3HbIX HYXKZ YNAKOBKM B MERMUMHCKOW, CTOMATOMOMMYeCKoit M
MPOMBILNEHHOW 0BNacTK.

flakeTh 3aKPLIBAIOTCA MOBA3KOIA M YMaKOBLIBAOTCH B NPO3PAYHBIR NNACTHK U B Kopobim gna
3aWMTH OT NLUTY H BRKHOCTH.

3mvrent: DIAQ FArma Dara 03/09/2002
Onobpeno: PCA Firma : Nepecmotp 04
TexHnueccoe npunoxense N¢ 03 CTp. 2/4
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COMKEBA® c.p.n.
E-mail: info@misa-sogeva.com

MpepocTepexeHnn:

1) Lo crepunusauuy npocbGa nposepTb YTobbl nakeT Gbin 3anosHeH MakTMyM Ha 3/4
ofbeMa, TaK YToOL Kpas He Mellaniv 3aneyatke.

2) MPUKPLIBATD KOHYL W PEXYUIME KDOMKH WHCTPYMEHTOB COOTBETCTBYIOWEH 3aWMTOMA.

3) Knacrb MHCTPYMEHTLI PYKOSITKOM K OTKPLIBAEMONH CTOPOHE NaKeTa.

9) He ucnonb3oBaTh PaCTBOPUTENM Ha pacrievyaTke

5) nHdopMaLMA A0miia 6bTb HanNKCaHa Ha APNbIKe W NPUKNEEHa Ha CcTopoHe Gymaru
WAK NNeRKY; npockba He NMCaTh HeNOCPeICTBEHHO Ha NakeTe KU, Kak 6bl To0 1 GLino,
OyObre MaKcMManbHO OCTOPOXHLI AnS M30exaHMs 3arpasHeHWs BO  Bpemn
WCNONL30BAHNA.

TEXHUYHECKAA UHOOPMALIUA

LiseT MHAKKATOPA napa: oT PO30BOro A0 KOPUMHEBOTO

Mbl XOTERU Obl OTMETHTD, YTO YEPHUAA, HCNOALIYEMbIE AN MHAWKATOPa
napa, He ABAKIOTCA YepHIaMK ANA rpadmiecxod nevam. 310 ocobnie
XuMnueckme vepinna. flpoyece CrepwiMsaguyM Bbi3bIBAET XHMWYECKYID
peaKiiMio, XOTOPan NPHUBOAMT K M3MEHEHNIO uBeTa. PEaxunn OCHOBaHa HA
MHOMMX NEepeMEeHHbIX H NOJML3DBATENL MOMET OMMAATL KOHeuHbIR uBser,
KOTOPBIH M3MEHNETCA OT CBET/IO A0 CPeIHEKOPHIYSHEBOTO.

Temnepatypa naposoii crepwuaipm: 121-134 rpan. Lienncusn

LiseT nHAMKATOPA rasa: oT ronyboro 10 TEMHO-KENTO-KOPUIHEBOro.
Mbl XoTenn Gbi OTMETHTD, YTO YEPHIIA, CIONLIYEMLIE ONA HHAKKATOpPA
ra3a, He SBAAIOTCA uepHwiaMu nns rpadmuecxoli nevyatu. 310 ocobme
xXMMWYecKpue uepnuna. lMpouecc CTepuAN3aUNM BLILIBACT XWMHYECKYIO
peaximio, XOTOPaR NPUBOANT K HIMeHeHWI0 useTa. Peaiiiun OCHOBaNA Ha
MHOMMX NEpeMeHHBMX W NOML3ORATEND MOWET OMAATH KOHEMHbIH IBeT,
KOTOPLIt NIMEHAETCA OT TONTYGOro A0 TEMHO-)KENTO-KOPMIHEBOTO.
Temnepatypa naposoil crepuwmmsaumn: 30-54 rpan. Lenbcnn

DumurenT: DIAQ Firma fara 03/09/2002
OnobpeHo: PCA Firma Mepecmorp 04
TexHnueawe npunoxeHve N2 03 . 3/4
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COMXEBA® c.p.n.
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PET. HOMEP PASMEP YNAKOBKA

B5H(250 M550 2.000 nakeTos B Kopobke
B75X150 M75%150 2,000 nakeTod & Kopobxe
B75X200 MM75x200 2.000 naxeTos 8 Kopobre
B75X250 MM75x250 1.000 naxeTos B KOPOGKe
B75X300 MN75x300 1.000 naxemos B knpolice
B75X400 MH75x400 1.000 nakeTos B Kopobke
B75X450 MM75%450 1.000 naxeTos 8 kopobie
B75X500 MM75x500 1.000 naweTos B KOPOGIE
B75X550 MM7 5550 1.000 nakeToe B KopobKe
B8100X100 M1 00x200 2.000 naxetos B KopobKe
B100X150 MM100x150 © 1.000 naxeToe B wopobke
B100X200 MM100x200 1.000 naxetos B kOpOGKEe
B10OX250 Mm100x250 1.000 nakeToe B kopoGKe
B100X300 mM100x300 1.000 ra=Toe B kopobke
B100X350 sM100x350 1.000 nakevos 8 xopobxe
B100X400 MM100:c300 1.000 nakeTos B kopobe
B100X500 MM100x500 1.000 nareroe 8 xopobke
B100X550 MM100x550 1.000 ma«eToB B Kopabke
B120X200 MM120x200 1.000 naxeToB 8 KopoGke
B120X250 MM120:250 1.000 nakeToB B KOpOGKe
B120:X300 MM1206300 1.000 naweTos B KDpOGKe
B120X400 MM120x400 1.000 naxeTos 8 Kopobie
B150X150 mMM150x150 1.000 naxetoe B kopobke
B150X200 MM150x200 1.000 naxeTos B KopoGxe
B1SOX250 MM150x250 1.000 naxeToB B kopobxe
B150X300 MM15(0300 1.000 naxeTor B KopobKe
B150X350 MM150x350 1.000 naxeTos 8 xopobxe
B150X400 MM150:400 1.000 naxeTos B Kopobxe
B150X450 MM150:450 1.000 nakeToe B Kopohxe
B200X200 MM200200 1.000 naxeTod B KOpoOKre
B200X300 MM200300 1.000 naxeTo8 B KOpobxe
B200X350 M200%350 1.000 naseToB B KDpOKe
B200X400 Mr200x400 1.000 naweTon B KOpOhKe
B200X450 mM200x450 1.000 naxeTca B KOpoGie
B200X500 MH200x500 1.000 nakeToS B KOpOGXe
B250X250 MM250250 1.000 nakeTos e kopobxe
B25(X300 MM250x300 1.000 nakeroe B kopobie
B250GX350 MM250x350 1.000 naxkeTos 8 Kopolbke
B250X%400 MM250x400 1.000 nakeTo8 B KOpOOKe
B250X450 MM250x450 1.000 nasetoa B kopobe
B250X500 mMM250x500 1.000 naweTos & kopole
B300X300 MM300x300 1.000 naxeToe 8 xopobxe
B300X400 MM300:400 500 naxeTos 8 kapobxe
B300X450 MN300x450 1.000 nakeToe & kopobue
B300X500 MM300500 1.000 naxeToe 8 KOpObKe
B300X550 mMM300x550 1.000 naxeroe B kopobxe
B300X600 MM300x600 500 naxeTos B Kopobike
B400X400 400X 400 500 naxetos o kopolxe
B400X500 MMA00S00 500 naxeroe 8 kopobxe
BAOGX550 me00x550 SO0 naxeTos 8 KopobKe
B500X600 mm500x600 500 naxeTos B KopobKe
BGORE00 MMB00x600 500 naxeTos 8 xopolxe
Dvmrvenr: DIAQ Frma HOava 0370972002

OnoSpano: PCA Fema Mepacuorp 04

TexHmecxos Npunomerase N2 03 crp. 4i4
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NANATA TOPFrOB/W, NPOMBILLIEHHOCTY,

® PEMEC/IA U CENIbCKOMO XO3AACTBA

BPELLIMK

Konus HacTosuero akra AenoHMpoBaHa no npocsbe
¢mpmul CODKEBA C.P.J1. SOPTCATONNO (bpewwmn)
Cero AHA B ITOi nanare.

Feposan nevars: FTAJ/IATA TOPFOB/M, ITPOMBILL/TEHHOCTH,
PEMEC/IA M CENTBCKOIO XO3VICTBA BPELLIMU

Bpeluma 17 mapra 2003 r.

3a N'EHEPAJIBHOIO CEKPETAPA
YNONHOMOYEHHDLIA YMHOBHUK
/noannce/

(Annea boapm)

Fepbosas nevars: MTATIATA TOPFOB/M, [TPOMBILLTEHHOCTH,
PEMECTIA ¥ CE/TbCKOIO XO3HCTBA BPELLIMK

ANOCTUL
(laarckas xkoHBeHLMA OT 5 oxTibps 1961 r.)

WTANbAHCKAA PECTTYENIMKA

HacToauwmin opruranbHbii AOKYMEHT NOANMCAH
Annea boapw,

ASACTBYIOWEN B KGIUECTBE VIIQIHOMOYCHHOO
M CKpenneH nevartvio /1amarst TOprosmm bpetms
YAOCTOBEPEHO:

B bpewwun 18.03.2003 r.
3a NpasuTenbCTBEHHOO KOMWUCCapa
wramn. 3aM, ANPEKTOpa GyxranTepcKoro oTaena

/rmagmecs/

nog Homepom 10174
Neuatsh: NpetexTypa Bpewunn
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TexcT aaHHOro AOKyM flepeBen C aHMWACKOTO A3bIKA HA PYCCKUA 3blK
nepes bankos Oner Banepoeswy.

ropoa Mocksa, BTOpOro anpensa Ase THiCAMW TpeTbero roga

A, Bepracoea lNanuHa MBaHoBHA, HOTapUyc ropoaa MoCxBb), CBMASTENLCTRYIO

NOANWHHOCTE NOANMCH, CaenaHHon nepesoauukoMm bBaHkoBaiM  Onerom

Banepbesnuem.
3apercTpupoBaHo B peec?e 3a Ne 6/?— 752 2
Basickano no Tapudy

.. Bepracosa.
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Nuova scheda temica

E-mail: info@misa-sogeva.com

s

GUSSETTED REELS FOR STEAM AND GAS
- STERILIZATION

Gussetted reels are made of a plastic material called laminated transparent film
produced in different colours (green, light blue, neutral, pink and some cthers)
which is made by a special film of polyester (PET) and polypropylene {PP
CAST) and special medical paper (PROPYPEL or STERIKRAFT) in white colour,
studied to assure a high anti-bacterial protection and printed with steam and gas
indicators made by cerlified ink. The medical paper may also be printed with own
brand or name of customers with a regular printing program.

Transparent laminated film is conforming to the following norms ;

(Circolare nr.84 issued by Ministero della Sanitd dated 28/12/77 and
D.M.21/03/1973 and further alterations);

DIN norms 53363, 53455;

Directive UE 90/128/CEE dated 23/02/1990 including further amendments;
Directive UE 92/39/CEE dated 14/05/1992,

Directive 93/9/CEE dated 15/03/1993.

Directive 95/3/CEE dated 14/02/1995

FDA 21 CFR 177.1520 dated April 1994

and it conforms to European Directive 94/62. It is produced in a quality system as
registration of the relative suppliers.

Neutral medical paper of 60 grfsgm and of 70 gr/sqm is conforming to EN 868
(Europe) and produced in a quality system as registration of the relative supplier.
Gussetted reels are certified by TUV Product Service GmbH at nr. B 00 02 26250
002 and they are produced following intemational standards EN 868.

Gussettd reels are used for the process of steam or ethylene oxide sterilization
(GAS) of single ilems; the comect sterilization is certified by the change of
indicators colours: for gas the sterilization temperature is 30° C - 54° C and the
colour changes from light blue to dark yellow brown ; for steam the sterilization
temperature is 121° C - 134° C and the colour changes from pink to brown.

Reel can be sterilized only once because it is a DISPOSABLE medical device,
therefore once it has been used, the reel must be thrown away because it can not
be used for a second cycle of sterilization.

It is forbidden using the if it is damaged.

e
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Nuwovs scheda tecnica

g '"'OWWM the end-user that the reel has to avoid the direct sunlight and
it has to be stored in a dry place with a temperature between 10° C and 18° C
and humidity between 35% and 50% ; the reel has to be used only after having
checked that no dust is on its packing and if it is partially used, it must be
hermetically closed.

Lot number, made by 2 letters and 6 numbers, has to be read as specified here
as follows: .

- first two letters identify the lot of the film used;

- third number identifies the operator which works on the production machine at
that moment

- last numbers identify the date: first two numbers are the day, further two
numbers are the month and the latest one is the year of production.

Lot numbers are showed on the inside cardboard core of the reel and on its
packing in order to assure the total tracebility of the product also due to the
technical and production documents kept in our office for 5 years.

We would like to point out that the lot number printed on paper used to produce
reels has not be considered because it identifies the lot of the supplier of raw
matevial.

The reels {not even sterilized) can be used within 3 years from production date
considering that the box, if opened, has to be suitably closed and stored far from
light, heat, humidity and coll.

Our delivery method is based on FIFO (first in - first out); this means that the
material is delivered in order of production’date (the items get out of warehouse
in chronological order) and we recommend users to do the same in order to have
in stock only the latest lots.

Technically, the hot sealings are “Multiline® and made by bars with regular width
(with at least 8 mm total) and distance in order to assure higher resistance to
pression rises and to burst; they also grant the needed pelability.

Reels assure a packaging with a high technological quality content and it is
suitable for the sterilization of objects that need a bigger capacity in order to
satisfy the different needs of packaging in hospital, dental and industrial fields.
Reels are packed in a transparent plastic material and put in a carton in order to

protect them from dust and humidity.

Emittente : DIAQ ﬁm@ Data 030972002
Approvato : PCA Firma g Revisions 03
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Neova scheda tecoica

BMte sterilizafii process, please, check that reel is filled for maximum % of
‘ﬂ‘WW‘&M sealings are not obstructed at the edges
2) cover the end and the culting surfaces of instruments with appropprate
protection
3) put the instruments with the handle at the opening of the reel
4) do not use solvent substances on the printing
5) possible words have to be written on a label and sticked on paper or film side;
please do not write direclly on gussetted reel and, anyway, use the maximum
care to avoid contamination problem during using.

TECHNICAL DETAILS

Steam indicator colour : from pink to brown

We would like to point out that the ink used for steam indicator
is not a graphic printing ink. It is a chemical process ink. The
sterilization process causes a chemical reaction which causes a
color change. The reaction is based on many variables and the
user can expect a final colour that changes from the light brown
to medium brown.

Steam sterilization temperature : 121°C - 134°C

Gas indicator colour: from light blue to dark yellow

brown

We would like to point out that the ink used for gas indicator is
not a graphic printing ink. It is a chemical process ink. The
sterilization process causes a chemical reaction which causes a
color change. The reaction is based on many variables and the
user can expect a final colour that changes from the light blue to
dark yellow brown.

Gas sterilization temperature : 30°C- 54°C

P .
Emittente : DIAQ Firma Y Data  03/09/2002
Approvato : PCA Firma Rovisione 03
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Nuova scheda tecnica

SIZE PACKING

mm 75x25x100mt 5 reols/carton
RS 100x50x100 mm100x50x100mt 4 reqisicarton
RS 150x50x100 mm150x50x100mt 2 reels/carton
RS 200x35x100 mm200x55x100mt 2 reelsicarton
RS 250x65x100 mm250x65x100mt 1 recis/carton
RS 300x80x100 mm300x80x100mt 1 reeisicarton
RS 400x80x100 mm400x60x100mt 1 regisi/carton

mmsm mmmn W VAGE 1 Noveentes, 274 - H‘I{»S‘? mm ml Fﬁ! fﬂ 030250“32
CODICE FECALT 005A1 M54 - mmmmmmm m 223 mmo R&AW :
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COMKEBA® c.p.n.

E-mail: info@misa-sogeva.com
PY/IOHBI CO CKNAAKO#

VA NAPOBOM W FAS0BOH CTEPUIN3ALIUN

PynoHbl €O CKnazikoi NPOM3BOAATCA U3 NNACTWKE, HA3LIBAEMOTO NaMHHWPOBAHHAA
NPO3pauHas TNEHKa, PasHbX UBETOB (3efieHbil, ronyGol, HETPANbHbINA, PO30BLIA U
HEXOTOPbIE APYIHE), KOTOPLIA eNaeTca M3 CneyManbHOM NiieHKy w3 nonmcrepa (PET) 1
noaunponuneHa (PP CAST) u aieuuansHOd Meauumbcacoid Gymarw (PROPYPEL wwm
STERIKRAFT) ©Genoro usera, nposepeHHON ana  obecrneveHnsi  BLICOKOM
AHTMOAKTEPMANLHO®  33lMTHI € MHAMKATOPaMM Mapa M ras3a, MCNONHEHHBIMU
CepTMUUMPOBAHHLIMU  YepHuwiaMn. Ha mepuumHckon Gymare MoXeT Taike Ouimh
OTTIEYATAHO HA3BAHWE MAPKN WK KIHeHTa o0bIuHOM NeYaTHONH NporpaMMoit.

MpospauHas flaMUHATHas M1eHKa COOTBETCTBYET CREAYIOLMM HOpMaM

s (Uwpxkynsp N2 84 MuuwcrepcTBa 3fapasooxpaHenma ot 28.12.77 r. v DM.
21/03/1973 n ganbHellune 3MEHEHUA,
Hopmii DIN 53363, 53455;
Oupexrusa UE 90/128/CEE or 23/02/1990, exnioMas NOCnEAYIoLLMe AONONHEHUS;
AvpexTusa UE 92/39/CEE ot 14/05/1992
AvpexTusa 93/9/CEE ot 15/03/1993
Avpextvea 95/3/CEE ot 14/02/1992
FDA 21 CFR 177.1520 ot anpens 1994
W cooTBeTcTeyeT EBponeickoit Jupexruse 94/62. Ova NPOU3BOAWNTCA 10K KOHTpOJeM
CHCTEMbE KaUeCTBa KaK PervicTpauMs COOTBETCTEYIONMX NOCTABLUMKOB.
Heltrpanchas meavumuHckan Gymara no 60 r/ke.m, n 70 r/ke.m. cooreetcreyer EN 868
(Eepona) W NpPOM3BOAMTCA NOAJ KOHTPOJIEM CACTEMbl KaYyecTBa KaK perucTpaums
COOTBETCTBYIOLIErO NOCTaBILMKA,
PynoHb co cknaakoi ceptuhmumposaHi TIOB MpogykT Cepsic MMBX 3a N2 B 00 02
26250 002 » NpouSBOAATCS B COOTBETCTBMM C MEXRYHAPOAHBIMA CTaHapTamu EN 868,
PynoHbl €O CKNAAKOW WCNOALIYIOTCR ANs NPOUECCa MApoBOK CTEPUNU3aLIMKA  WNi
CTEPMNM3aLIMM oxcraoM sTuneHa (FA3) oTA&BHLIX NPEAMETOs; BEPHOCTD CTepMnnIaLmMm
NOATBEPRIAETC WU3MEHEHWEM LUBETOB WHAMKATOPOB: [NS ra3a TeMnepaTypa
crepunu3aumMn coctaBnfet 30-54 rpag. Llenbcns » uBET M3MeHseTcs ¢ rayboro Ha
TEMHBIA XXENTO-KOPUMYHEBLIA; ANS Napa TeMmneparypa crepunusauun cocrasnseT 121-
134 rpaa. Llenscust M UBET U3MEHSETCH C PO30BOTC HA KOPUHHEBLIN.
Pynorty MOTyT CTEpMNM30OBATLCR TOMBKO MoToMy, uto sensiotar  OJHOPA3OBbLIM
MEAMUMHCKAM NpucniocobneHteM, Takum 0o6pasoM, NOCNe MCTINB3OBaHUS WX Hajo
BbIOPACHIBATL M OHK HE MOTYT MCTIONL30BATLCA AN BTOPOrO LWKNA CTEPUNN3aLIUN,
3anpewaeTcy NCNOL30BATE NOBPENAEHHLIE PYAIOHLI,

SmuTenr: DIAQ Fma - [lata 03/09/2002

Opobpetio: PCA Arma Nepecmotp 03
TexHuueckoe npunoxexue N 02 : crp. 1/4
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" COMDKEBA® c.p.n.

E-mail: info@misa-sogeva.com

Kpome TOro, Mbl MHGOpMMPYEM KOHEYHOrO NONL3OBATENA, YTO PYNOH AOJDKEH XPaHUTLCS B
MecTe, 3alUMLICHHOM OT NPAMBIX COMHEYHBIX JIYYEH B CyXOM MeCTe npu Temnepatype ot 10
Ao 18 rpaa. Lenscua n snaxHoCt 35-50%; PYNOH MOXHO MCMONB30BaTh TOMLKO Nocne
NPOBEPKK TOrO, MTOGEI HA YNAKOBKE He GLINO NLUTH W CAW OH MACTWMHO WCNONL30BAN, OH
AomKkeH ObiTb 3aKPbIT FepMeTUHO,

Dororen SbiTL yKasaH HoMep MapTuM U3 2 GYKB U 6 LGP Kak YKasaHo HIKe:

- nepsebie Ase GYKBbI YKashiBAIOT Ha NAPTHIO MCNIONL3YEMOK MNIEHKN;

- TpeTAl UMpPa YKa3WBaeT OfepaTopa, KOTOpuIM paboTan Ha MAWWHE, NpoVEBoAsLeH
PYNOHbI, B MOMEHT NPOU3IBOACTEA;

- nocneaxue LMdphl yKasLBaloT Aaty: nepsbie Ase uwdpel - AieHh, BTOpbIE ABe - MeCAL,
NOCNeAHNAS OaHa - FOA NPOU3BOACTEA.

Homepa napTmm yKasaHul Ha BHetuHeit Kopobke ANA MoAHOM OTCNEXMUBAHNA MPOUCIOKAEHNA
NPOAYKLIMK K TAKKE B COOTBETCTEBMM C TEXHUUECKIMMY U NPOUSBOACTBEHHDIMU AOKYMEHTaMM,
XpaHAWKUMKCR B Halllem odmce B TeuweHue 5 neT,

Mbl XOTUM OTMETMTL, YTO HOMED NApTWM, OTNEuaTanHbii Ha Gymare, Wcnonb3yemoil Ans
NPOUSBOACTBA pYNOHOB, He JOMKEH NPUHMMATLCR BO BHMMAHWE, NOTOMY 4YTO OH
naeHTWhHMUMpyeT NapTMo NOCTaBIMUKS ChiPbA.

Pynorbi (He MCNOML30B2aHHLIE ANA CTEPUAN3ALIM) MOTYT UCTIONLIOBATLCS B TeweHuwe 3 neT ¢
AaThl NPOMBBOACTBA, NpY YOIOBUM TOMG, YTO KOpPOOKa, eCrmM OTKpLITa, AO/MKHE Obimb
COOTBETCTBYIOUM O6Pa3oM 3aKPbiTa W XPaHMTLCS BRANK OT CBETa, TEnna, BADKHOCTA U
Xonopa.

Haw cnoco6 pocTaskid ocHOBaH Ha npwHigmne FIFO (no ovepenum), wTO a3HauvaeT, wto
MaTepuan MNoCTaBARETCR B MOPsAKEe Aathl NPOM3BOACTEE (MPOAYKUMA NOKMAAET CJIaA B
XPOHONOIVYECKOM NOPRAKE) U Mbl pexoMeHyeM NOAL30BaTeNsM NOCTYNaTb Tak Xe 2ns
Toro, robbl Ha XpaHeH UMERMCh TONLKO ROCNEHWE NAPTA.

TexHuyea, ropauve 3aneqyarkd sSsasioTes "Multiline™ M ucnonHeHol Kak  MoAcGCKU
OANHAKOBOW WMpWHbL (ofias wMpHHa MWH. B MM) W paccTosHue Anst Toro 4To6ul
obecrieunTs Honee BLICOKOE CONPOTHBNEHHE YBEIMUEHMIO AABNEHWA K Pa3PLIBY; TAIOKE OHK
obecrieumBaloT Heobxoaumylo pelability. (sopoucrocTu? NpuM. nepes.)

PynoHu 0BECNeYMBAIOT YNAKOBKY C BbiCOKMM TEXHONOTUMECKMM KaueCTBOM COZAEDKAHUA W
NOMXOAST ANA CTEpUAM3aLMM MPEAMETOB KOTOpble Tpebyior OGonbworo obbema gna
YAOBNETBOPEHUS PR3HOOGPAsHLX HYXKA YNaKOBKM B MEAMLMHCKON, CTOMATONOMMUECKON ¢
NpoMBIULNEHHO! obnacTu,

PynoHbl YNakoBbIBAIOTCA NPO3PAHHLIH NNACTMK M B KAPTOHKW ANS 3aiuUThi OT INbi/B W
BREXHOCTH,

Smurtent: DIAQ Firma Rara 03/09/2002
OnobpeHo: PCA Fima Mepecmorp 03
TexHu4eckoe npunoxexue N 02 cp. 2/4
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P COMKEBA® c.p.n.

E-mail: info@misa-sogeva.com

MpegocTepexeHus:

1) Ao crepunuzaumi npocbGa npopepuTh YUTOGL! PYNoH Gbin 3anonHEH MaKCWMYM Ha 3/4
obbema, Tak yTebbl Kpas He Melllan JanedaTke.

2) TpMKpBIBATL KOHLL W PEXYLIME KDOMKM MHCTPYMEHTOB COOTBETCTBYIOWLEH 3AMTON.

3) Knacrb MHCTPYMEHTH PYKOSITKOW K OTKPbIBACMO# CTOPOHE PYNCH3,

9) He ncnonb3oeath pacTBOPUTENN HA pacrneyaTke

5) uHdopMaLMA JomxHa btk HANKWCAHA HE APNBIKE U NPHUKIEEHa Ha CTOpoHe Gymary
AW nNeHKM; Npocbba He MMCATL HeNOCPEACTBEHHO Ha PYNOHe CO CKNRHKON W, Kak
61 TO HY 6N, ByaAbTe MEKCMMATLHO OCTOPOXHL! AR M3B@KaHUS 3arpASHEHU BO
BPEMS HCTIONBL3OBaHIN,

TEXHU4HECKAA UHOOPMALIUSA

LiBeT HAMKATOPA Napa: OT PO3OBOro A0 KOPHIHEBOrD

M xoTenn Gbl OTHETHTL, UTO HEPHMWIA, NCNOALIYEMbIE NI UHANKATOPA
napa, He ABARIOTCH “YePpHUWIAMM Ans rpaduvecxoil neyat. 370 ocobnie
XuMoueckne uepHuna. Mpouyecc crepuaM3aunM Boi3LIBACT XHMMUECKYIO
peaxiMio, KOTOpas NPUBOAMT K M3MEHEHMIO YseTa. Peaxiiua OCHOBaHA Ha
MHOTMX NepeMeHHbIX W NOAL30BATEND MOXET OXXWAATL KOMEeuHLliE Lyser,
KOTOPbIH M3MEHRETCH OT CBETAO A0 CPERHEKOPMYCHEBOTD.

Temnepartypa NapoBoi crepuansayumn: 121-134 rpap. Lienscus

LiseT vuamxaTopa rasa: or ronyboro fo TEMHO-KENTO-KOPHUHEBOTr 0.
Mbl XoTenm 6bl OTMETHTE, YTO HEPHWAR, HCTIOAbL3YeMMIE ANA MHAUKATOPA
rasa, He SE/MICTCH “YepHwiaMM Jin rpadmueccuoit nevarn. 3vo ocobuie
XxuMMuece uepHwna. fipoyecc CrepunM3Iauui BbI3LIBAET XUMMYECKYIO
peaxumio, KOTOpan NPHUBOAMT K H3MEHEHHIO uBeTa. Peaxina OCHOBAHA Ha
MHOMNMX NepeMeHHLIX W NOAL3IOBATENb MONET OKMAATL KOHeuUHMH uBeT,
KOTOPMIi U3MEHAETCA OT FOAYG0I'0 A0 TEMHO-KENTO-KOPMUHEBOTO.
Temnepatypa naposoi crepunnaaunn: 30-54 rpan. Llenscus

SOmureHT: DIAQ Frma Hata 03/09/2002
Oaobpenro: PCA Arma Mepecmorp 03
Texreckoe npinokerue Ne 02 cTp. 3/4

ANNAHNCTPATVIBHAN PESALEHLIA: 25010 BOPTOCATOI) (Bpeusts), MTAIMVS - Bua IV nonambpe 174,
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" COIDKEBA® c.p.n.
E-mail: info@misa-sogeva.com

KoA PASMEP YNAKOBKA

RS 75x25x10 MM 75x25x100m. 5 pynoHos 8 kapToHke
RS 100x50x100 MM 100x50x100m. 4 pynoHOB 8 KapToHKe
RS 150x50x100 MM 150x50x100m. 2 pyNoOHOB 8 KapTOHKe
RS 200x55x100 mMM200x55x 100m. 2 PyNoHOB B KAPTCOHKE
RS 250x65x100 MM250x65x 100Mm. 1 PYNOHOB B KapTOoHKe
RS 300x80x100 Mm300x80x100m. 1 pynoxoB 8 KapToHke
RS 400x80x100 MM400x60x100m. 1 pynOHOB B XKapTOHKE
SemrenT: DIAQ Firme fata 03/09/2082

Onolipano: PCA Frma Nepaceerp 03

TaxHINeT0e IpHacusmne Mt 02 crp. 4/4
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[C60p Babickan B cymma 3.00 espa

MANATA TOPTOBMK, MPOMBILLIEHHOCTH,
PEMECHA W CENbCKOTO XO3ACTBA

BPELLINIA

Konus HacToswWwero akra ASNOHWPOBaHa Mo npockbe
dupme COMKEBA C.P.J1. BOPICATONNO (Bpetiun)
Cero AHA B 3TOM nanare.

Fepbosas nevare: MAJIATA TOPrOB/IH, NPOMbBILLLTIEHHOCTY,
PEMEC/IA Y CE/TbCKOIO XO3HCTBA BPELLVH

bpeiwmns 17 mapra 2003 r.

3a MEHEPATIbHOIO CEKPETAPA
YRONHOMOUSHHLIW HHHOBHHK
/noanuck/

(Annea boapn)

Tepbosan nedars: NATATA TOPTOB/TH, TPOMBILLUTEHHOCTH,
PEMEC/TIA Y1 CEITHCKOIO XO39/4CTBA BPELLIMY

AMOCTUTb
(Faarckan koHBeHUMA OT 5 okTsbpA 1961 r.)

UTAJNIbAHCKAS PECMYBINKA

HacTosimit opHLIMANLHBIA AOKYMEHT NOANWCAH
Annez boapw,

AeHCTBYIOWEN B KAUYECTBE YII0/THOMOMEHHOIO
N CKperneH NevuaTbld /7a7are Toproany bpetuim
YAOCTOBEPEHO:

B bpewns 18.03.2003 r.
3a TpaBUTENLCTREHHOTO KOMUCCapa
wrramn: 3aM. gMpexTopa ByxranTepckoro otaena

/rogrmce/
noa HomepoMm 10175

fMeuaTn: lMNpedexrtypa bpewinn
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B Tocr JaHHOTO fOKYMeHTa Nepesen C aHIMMIACKOTO A3bIKa Ha PYCCKUIA ASbIK
k- nepeBogvMK Banxos Oner Banepbesm.

ropoa Mockea, BTOPOro anpens Ase ThiCsNK TPeThero roga
A1, Bepracosa ManuHa MieaHoBHa, HOTapUyC ropoaa MoOCKBHI, CBUAETENBCTRYIO
NOASIMHHOCTD NOANWUCH, COENaHHOA nepesosgunkom bBankoBbim  Onerom

BanepbeBuiem.
3aperucTpupoBaHo B peectpe 3a Ne_ 60— £256

BabickaHo o Tapady _7S-0p  pyS.

.. Bepracosa.
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E-mail: info@misa-sogeva.com

FLAT REELS FOR STEAM AND GAS STERILIZATION

Flat reels are made of a plastic material called laminated transparent film
produced in different colours (green, light blue, neutral, pink and some others)
which is made by a special film of polyester (PET) and polypropyiene (PP
CAST) and special medical paper (PROPYPEL or STERIKRAFT) in white colour,
studied to assure a high anti-bacterial protection and printed with steam and gas
ingdicators made by cerdified ink. The medical paper may also be printed with own
brand or name of customers with a regular printing program.

Transparent laminated film is conforming to the foliowing norms ;

(Circolare nr.84 issued by Ministero della Sanita dated 28/12/77 and
D.M.21/03/1973 and further alterations);

DIN norms 53363, 53455;

Directive UE 90/128/CEE dated 23/02/1990 including further amendments;
Directive UE 92/39/CEE dated 14/05/1392,

Directive 93/9/CEE dated 15/03/1993.

Directive 95/3/CEE dated 14/02/1995

FDA 21 CFR 177.1520 dated April 1994

and it conforms to European Directive 94/62. 1t is produced in a quality system as
registration of the relative suppliers.

Neutral medical paper of 60 grisqm and of 70 gr/sgm is conforming to EN 868
(Europe) and produced in a quality system as registration of the relative supplier.
Flat reels are certified by TUV Product Service GmbH at nr. B 00 02 26250 002
and they are produced following intemational standards EN 863.

Flat reels are used for the process of steam or ethylene oxide sterilization (GAS)
of single items; the correct stevilization is certified by the change of indicators
colours: for gas the sterilization temperature is 30° C - 54° C and the colour
changes from light blue to dark yeliow brown; for steam the sterilization
temperature is 121° C - 134° C and the colour changes from pink {o brown.

Reel can be sterilized only once because it is a DISPOSABLE medical device,
therefore once it has been used, the reel must be thrown away because it can not
be used for a second cycie of sterilization.

It is forbidden using the reel if it is damaged.

b ) ) -h-.
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Besides, we inform the end-user that the reel has t0 avoid the direct sunlight and
it has to be stored in a dry place with a temperature between 10° C and 18° C
and humidity between 35% and 50% ; the reel has to be used only after having
checked that no dust is on its packing and if it is partially used, it must be
hermetically closed.

Lot number, made by 2 letters and 6 numbers, has to be read as specified here
as follows:

- first two letters identify the lot of the film used;

- third number identifies the operator which works on the production machine at
that moment

- last numbers identify the date: first iwo numbers are the day, further two
numbers are the month and the latest one is the year of production.

Lot numbers are showed on the inside cardboard core of the reel and on its
packing in order to assure the fotal tracebility of the product also due to the
technical and production documents kept in our office for 5 years.

We would like to point out that the lot number printed on paper used to produce
reels has not be considered because it identifies the lot of the supplier of raw
material.

The reels (not even sterilized) can be used within 3 years from production date
considering that the box, if opened, has to be suitably closed and stored far from
light, heat, humidity and cold.

Our delivery method is based on FIFQ (first in - first out); this means that the
material is delivered in order of production'date (the items get out of warehouse
in chronological order) and we recommend users to do the same in order to have
in stock only the latest lots.

Technically, the hot sealings are "Mulliline™ and made by bars with regular width
(wlmatleastamtotananddlstamemorﬂartoasmhlgherreslstancem
pression rises and to burst; they also grant the needed
ReelsassureapackagmgmthahlghtedmdognaiqmlnyothMmomw
satisfy the different needs of packaging in hospital, dental and industrial fields.
Reels are packed in a transparent plastic material and put in a carton in order to
protect them from dust and humidity.

Emittonts : DIAG Firma [ \OF | Data  OMON2002
Approvato : PCA Fimm Revisione 04
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hail: iInfo@BMtchsRI $teM2Ation process, please, check that reel is filled for maximum % of
its volume so that sealings are not obstracted at the edges
2) cover the end and the culting surfaces of instruments with approppriate

protection
3) put the instruments with the handle at the opening of the reel
4) do not use solvent substances on the printing
5) possible words have to be written on a label and sticked on paper or film side;
please do not write directly on flat reel and, anyway, use the maxiroum care to
avoid contamination problem during using.

TECHNICAL DETAILS

Steam indicator colour : from pink to brown

We would like to point out that the ink used for steam indicator
is not a graphic printing ink. it is a chemical process ink. The
sterilization process causes a chemical reaction which causes a
color change. The reaction is based on many variables and the
user can expect a final colour that changes from the light brown
to medium brown.

Steam sterilization temperature : 121°C - 134°C

Gas indicator colour: from light blue to dark yellow

brown

We would like to point out that the ink used for gas indicator is
not a graphic printing ink. It is a chemical process ink. The
sterilization process causes a chemical reaction which causes a
color change. The reaction is based on many variables and the
user can expect a final colour that changes from the light blue to
dark yeliow brown.

Gas sterilization temperature : 30°C- 54°C

Emittonte : DIAQ Firma Data 002002
Approvato : PCA Finma Si Revisione 04
Scheda tecnican® 01 Pagina 34
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SIZE PACKING
R1 50X100 mm 50x100mt 8 reelsicarton
Rt 75x100 mm 75x100mt $ roeisicarton
R1 100x100 mm100x100mt 4 reelsicarton
R1 150x100 mm150x100mt 2 roeisicarton
R1 200x100 mm200x100mt 2 reeis/carton
R1 250x100 mm250x100mt 1 reeis/carton
R1 300x100 mm300x100mt 1 reeis/carton
R1 350x100 mm350x100mt 1 reelsicarton
R1 400x100 mmd00x100mt 1 reeis/carton
R1 450x100 mm450x100mt 1 reelsicarton
R1 500x100 mm500x100mt 1 resisicarton
CODE SIZE PACKING
R S0X200 mm 50x200mt 8 reels/carton
R T75x200 mm 75x200mt 5 resis/carton
R 100x200 mm100x200mt 4 realsicarton
R 150x200 mm150x200mt 2 resis/carton
R 200x200 mm200x200mt 2 resis/carton
R 250x200 mm250x200mt 1 resisicarton
R 300x200 mm300x200mt 1 eels/carton
R 350x200 mm350x200mt 1 resis/carion
R 400x200 mend00x200mt 1 regis/carton
R 450x200 mmaS0x200me 1 resisicarton
R 500x200 mmS00x200mt 1 resisicarion

Emittents : DIAQ Firma E"'"""“""" ;”m
Approvato : PCA m\)gg

Scheda tecnican® 01
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CODKEBA® c.p.n.
E-mail: info@misa-sogeva.com

MNIOCKME PY/IOHbI
LA NAPOBOW M rA30BOH CTEPUIU3ALUM

Mnockue pynoHbl NPOMSBOASITCA W3 NNACTUKA, Ha3biBaeMOro faMUHWPOBAHHaRA
NPO3pauHas TMUIEHKA, PasHLIX LBETOB {3eneHbid, ronyGol, HEWTpanbHLIK, PO30BLIN W
HEKATOpbIe APYIYE), KOTOPbIN AENAETCA U3 CNeUUAnLHON rneHikn u3 nomscrepa (PET)
nonunponunexa (PP CAST) n cneuvancHoil MeguumHcekok Gymaru (PROPYPEL wam
STERIKRAFT) ©Genoro uBeTd, nNpoBepeHHOM Ans  obecrneMeHuMs  BbiCOKOW
aHTUGAKTEPHANBHOM 3alMThi C WHAMKATOPaMM Mapa M rasa, MCTONHEHHBIMK
cepTMMUMPOBaHHBIMN  yepHunamy, Ha Meauumrckod Gymare moxetr Ttacke 6wt
OTNEYATAHO HA3B3HWE MAPKM WK KITWEHTa OOLIMHOM NeuaTHON NporpaMMoii.

MpospayHas NAMUHATHAA MIEHKE COOTBETCTBYET CEAYIOILUMM HOpMaM

» (Uwpkynsip N2 84 MunucrepcTBa 3apasooxpaHeHua ov 28.12.77 r. u D.M,
' 21/03/1973 1 AanpHellune USMEHEHUS,
Hopme DIN 53363, 53455;
Avpextuea UE 90/128/CEE or 23/02/1990, Bimouas nocheayiollme AoTONHeHUs;
Dvpexruea UE 92/39/CEE ot 14/05/1992
Avpextviea 93/S/CEE ot 15/03/1993
Pwpextvia 95/3/CEE or 14/02/1992
FDA 21 CFR 177.1520 ot anpensi 1994
K coorteeTcreyeTr Epponelickoi Aupexmnee 94/62. OHa NPOMIBOAKTCA NOZ KOHTPONEM
CUCTEMBI KBYECTBA KaK PerucTpauMn COOTBETCTBYIOIMX MNOCTABLIKKOB.
Heittpansian meauumHckan Gymara no 60 r/ke.m. u 70 r/ke.m. cooteBetcreyer EN 868
(EBpona) ® NPOMIBOAUTCA NOJ KOHTPONIEM CUCTEMBI KAaueCTBAa KaK pericTpanms
COOTBETCTBYIOLIErO NOCTaBUMKR.
Mnocxve pynoHbl ceptnhuumposaHt TIOB MNpoaykT Cepenc MMBX 3a N B 00 02 26250
002 u NPOU3BOAATCA B COOTBETCTBMM ¢ MEXAYHIPOAHLIMU CTaHaapTamu EN 868,
Mnockue pynoHsl WCNOML3YIOTCS AR NPOLECCA  MApoBOM  CTEPWM3aUMM  MNW
CTEPUAN3ELIMM OKCHAOM JTNeHa (TA3) oTAeNbHLIX NPEAMETOB; BEPHOCTL CTEPMAM3aLIAN
NOATBEPHAETCA M3MEHEHMEM LBETOB WMHAMKATOPOB: ARMA 633 TeMneparypa
crepunu3aumv cocraeasier 30-54 rpan. Llenscua ¥ UBer u3MeHseTCs ¢ rosaybore Ha
TEMHbIH KENTO-KOPHYHEBbI; 4NA Napa TEMTIEPaTYpa CTEpWM3aLmMy CocTaBnseT 121-
134 rpap. Llenscus 1 UBET M3MEHSETCA C PO30BOMD HA KOPMMHEBLIM.
PynoMsi MOTYT CTEpUNM3OBaTBLCA TOMbKC NOTOMY, 4To senmorc OHOPA3OBLIM
MEAMLIMHOMM NpMcriocoOnekiem, TaxuMm o0pasoM, MOCne MCONb3OBAHUA WX HAAo
BbiGPACcHIBATL U OHW HE MOTYT MCTIONL30BATLCA ANSi BTOPOMD LMK CTEPUWM3aLIW.
3anpewaeTcs MCNONL30BATL NOBPEXACHHME PYNIOHD.

Amurent: DIAQ Firma Dara 03/05/2002
Opobpewo: PCA Firma 04
TexHueckoe npunoxetie NE 01 crp. 1/4
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COMKEBA® cp.n.
E-mail: info@misa-sogeva.com

KpoMe TOro, Mbl MHGOPMUPYEM KOHEUHOTO NOMLIOBATENS, YTO PYNOH A0NKeH XPaHUTLCA B
MeCTe, 3aWMWEHHOM OT NPAMBIX COMMEMHBIX el B CYxXoM MecTe Npy Temneparype ot 10
Ao 18 rpaa. Lenbcva n enaxHOCTY 35-50%; PyNoH MOKHO MCIONB30BaTL TOMLKO NoC/e
npoeepiky Toro, YTobH Ha yNakoBke He Gbiio NbUM M €CAK OH HACTHMHO WCTIONLI0BaH, OH
AonKeH GbiTh 3aKPHIT FEPMETHYHO,

Jomken 6uiTb yKasaH HoMep NapTun 3 2 yke U 6 LGP KaK YK33aHO HDKE:

- nepsbie ase SyKBb YKa3bLIBAIOT HA NAPTAIO UCTIONLIYEMOM NTEHKK;

- TpetbA uMppa yKasbHiBaeT OnepaTopa, KOTOpuid pabotan Ha MawwuHe, NPOU3BOASWLEH
PYNOHDI, B MOMEHT NPOM3BOACTBEA;

- nocneptve LMdpbl YKasuiBAKOT AATY: nepebie ABe UMGPsI - EHbL, BTOPLIE ABE - MECAL,
noCneaHsn ofHa - roa NPOM3BOACTEa. _

Homepa napmm yKasaHbt Ha BHEIWHei Kopobike Ansi NONHOMD OTCNIKXMBAHUA FIPONCXOKASHWS
NPOAYKLIMK U TaKXe B COOTBETCTEWUM € TEXHIMECKWMUA U NPOMIBOACTBEHHLIMM J0KYMEHTAMM,
XPAHAWMMUCH B HaweM ofrce B TeueHue 5 ner.

Mbi XOTMM OTMETUTb, YTO HOMEpP MApTVKM, OTNeYaTaHHbLIW Ha Gymare, WCMoOML3yeMol ANA
NPOM3BOACTBA PYNOHOB, HE AOMKEH NPUHAMATBCA BO BHUMAHWE, NOTOMY YTO OH
HAEHTUGULMPYET NAPTHIO NOCTABILINKA CHIPBA,

Pynokbl (He MCNONGIOBAHHLIE AN CTEPWIMIALIAM) MOFYT MCNONL3OBATLCR B TeueHue 3 neT ¢
AaTul APOM3BOACTEE, NPW YCNOBWM TOro, Yto KOpoOKa, ecnu oTWpuiTa, AosmKHA ObiTb
COOTBETCTRYIOIMM 06DA30M 3aKPLITA U XPAHUTLCS BAANW OT CBETa, TeRNa, BAAHOCTY W
XOnopa.

Haw cnocob gocraskn ocHOBaH b3 npmHumne FIFO (no ouepeawm), WT0 O3HAYaeT, 4TO
MaTepuan NOCTaBNAETC B MOPAAKE AaTH NPOM3BOACTEa (PPOAYKLWMA NOKWARET CKNag B
XPOHORQIMYECKOM MOPAAKE) W Mul PEKOMEHAYEM NOAL3OBATENAIM NOCTYTATh Tak Xe Ang
TOro, YTOOL Ha XPaHEHWH MMENUCh TONBKO NOCASAHWE NapTHK,

TexHwueckn, ropsuve 3anedarky sensoTes  "Multiline™ M ucnonHeHn Kak  nONGCKN
OAMHAKOBOW WHWpHhH (o6ilas WWpWHA MMH. 8 MM) U paccTosHME ANA TOro 4ToBLI
obecneunTb Gonee BLICOKOE CONPOTUBNEHNE YBEIWMMEHWIO AABMCHUA M PaspLiBy; TAKKE OHW
obecrnieumBaloT HeobxommmMylo pelability. (sopaxrocTo? npum. nepes.)

PynoHbi 06ecnedmMBaioT YNaKosKy € BLICOKMM TEXHONOTMUECKMM KAUECTBOM CoaepXaHus arns
YACBNETBOPEHUA Pa3HOOGPAIHBIX HYNA YNAKOBKM B MEULMHCKOM, CTOMATONOrYeckoil »

NPOMBILLNIEHHON 0BnacTi.

PynoHbl yTIaKkoBbIBAIOTCA NPO3PAYHBIA MNACTMK M B KAPTOHKM IS 3aliMThi OT NbIM ¢
BBXHOCTH.

Smuredt: DIAQ Firma bata 03/09/2002

Onobpeno: PCA Firma Nepecmotp (4

TexHveckoe npunoxeHve N2 01 cp. 2/4
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" COMKEBA® c.p.n.
E-mail: info@misa-sogeva.com

MpepocTepexeHnn.
1) Mo crepynusaumu npockGa NpoBepuTb YToGb PYNOH GLit 3aN0NHEH MAaKCMMYM Ha 3/4

obbema, Tak yrobbl Kpas He Melany 3anedarke.

2) MPUKPLIBATL KOHLUL W PEXYUINE KPOMKA MHCTDYMEHTOB COOTBETCTBYIOEM 3aLLHTON.

3) Knacrb MHCTPYMEHTBI PYKOATKOM K OTKPLIBAEMOIA CTOPOHE PYNOHA.

1) He ncnonb30BaTh PacTBOPUTENM HA pacnevaTke

5) WPOpMaLMa AOMKHA OLiTb HaNWCaHa Ha SPAbIKE ¥ NpUKNeeHa Ha cTopoHe Gymarn
W31 NAeHKM; Npocbia He NUCATE HENOCPEACTBEHHO Ha PYNOHE W, Kak Obl TO HU Obino,
GyabTe MaKCUManbHO OCTOPOXHBl ANR  u30eXaHwsl 3arpsBHEHNs BO  BpeMs
WCMONL30BAHNA,

TEXHWHECKAA MHOOPMALIUA

LiseT mnguxaTopa napa: or po30BOTro 0 KOPHIHEBoro

Mo xoTenn 6b OTMETHTD, YTO YEPHMAA, HCNOMbIYEMbIC AR MHAMKATOpa
napa, He ABMAIOTCR YEPHWIaAMK gna rpadhuvecxkod newarn. 31o ocobbie
xumHuecune uepnmna. Mpouecc CTepwmmsaunn BLIBLIBAET XNMHYECKYIO
peaKyuio, KOTopas NPMBOANT K M3IMEHEeHNI0 Usera. Peaxiiua 0cHOBaAHA Ha
MHOTWUX NEPEMEeHHDbIX W NONL3OBATENML MONET ONMAATL NOMEuMBIK LBET,
KOTOPbLIA HIMEHAEGTCH OT CBETAO A0 CPLAHEXOPHUEHEBOID.

TeMnepaTypa naposoi crepunusayun: 121-134 rpag. Llenbcus

LiseT nuaAMKaTOpa rasza: or ronyboro A0 TEMHO-MENTO-KOPHUHEBOI 0.
Mbi xoTenn Gbl OTMETHTE, YTO MEPHWAA, HCNONL3IYeMbie ANA MHAWKATOPA
raza, He ABRASIOTCR MEPHWAAMN ana rpadwuecxoll nevam. 310 ocobbie
XuMMueckue vyeprmna. Mpouecc CTEpIN3ALMN Bhi3bIBACT XMMWUYECKYIO
peaxuMio, KOTOPan NPUBOANT K MSMeHeHmI0 useTa. Peakyuus ocHoBata Ha
MHOMMX NepeMeHHbLIX M NONLIOBATE/Ib MOMET OWMAATL KOHEUHBIA user,
KOTOPbIA M3MEHAETCH 0T ronyforo 10 TEMHO-XETO-KOPHIHEBOT 0.
Temneparypa naposoii crepnmuaipm: 30-54 rpaa. Llenwcun

Smurent: DIAQ Firma Bara 03/09/2002
OnobpeHo: PCA Ama 04
TexHudeckoe npunoxeHve N2 01 cTp. 3/4
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CODKEBA® c.p.n.

E-mail: info@misa-sogeva.com

KOA PASMEP YNAKOBKA

R1 50X100 Mu 50x100m & pynonos B xaproHke
R1 75x100 MM 75x100m 5 pynoHos B K2pTOHKe
R1 100x100 M1 00x 100m 4 pyNnoHOB B K3PTOHKE
R1 150x100 MM150x100m 2 PYNOHOR B KAPTOHKE
R1200x100 MM200x100m 2 PYNOHOB B KAPTOHKS
R1250x100 MM250x100m 1 pyNoHOB B KSPTOHKE
R1300x100 N300 100m 1 PYNOHOR B KAPTOHKE
R1 350x100 MM350x100m 1 pyNcHOB B KAPTOHKE
R1400x100 MM400x100M 1 PYNoHOB B KAPTOHKS
R1450x100 MM4S0x100m 1 pyNOHOB B KAPTOHKS
R1 500x100 MMS00x 100Mm 1 pYNOHOR B KAPTOHKE
Kon PASMEP YTIAKOBKA

R 50X200 MM 50x200M. 8 pyNOHOB B KapTOHKe
R 75x200 MM 75200m, § pynoKoOBE B K2PTOHKR
R 100x200 MM100x200m. 4 pynoHOB B KapTOHKe
R 150x200 mm150x200m. 2 pynoHOB B KAPTOHKE
R 200x200 MM200x200m. 2 PynOHOR B KAPTOHKE
R 250x200 MM250:200m, 1 pyNoHoB B KAPTOHKE
R 300x200 MM3001200M. 1 PYACHOR B KAPTOHKE
R 350x200 MM3IS0200M, 1 pyNoHOB B KAPTOHKE
R 400x200 MM400:x200M. 1 PYNCHOB B KAPTOHKE
R 450x200 MM450:200m. 1 pyncHOB B KAPTOHKE
R 500x200 MMS00X200M. 1 PYNCHOR B KAPTOHKE
Svawreny: DIAQ Firma fava 0370972082

Opotpesw: PCA Frma Nepecworp 04

Texmmecios npeaeesme N2 Q1 crp. 414

OPHLIAANGHAS AZMVHACTPATHEHAR PESMEHLIMA: 25010 BOPTOCATOVIO (bpeust), HTA/IMA - Bra IV Hopesbpe 274,
Ten. +39 030 2500420 2500251 - daxe +39 £30 2501182 HANOIOBLIA KOS 09056160154 PIVA 03558360172

PETUCTP EPEHIMH (BPEILMA) 2000 42210 HOMEP REA 362969
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{C60p B3biCKaH B CyMMa 3,00 espol

NANATA TOPIOBMU, NPOMBILLNEHHOCTH,
PEMEC/IA W CENBCKOTO XO3SWCTBA

BPELLIMA

KonMAa HacToAWEero akta AenoHupoBaHa no npocube
¢upmbl CODKEBA C.P.J1. BOPICATOMNO (Bpewms)
cero AiHA 8 3ToMH nanare.

epboBas nevar: MANIATA TOPFOB/H, MPOMbILLIIEHHOCTH,
PEMECTIA ¥ CENTBCKOIO XO3SWCTBA BPELLIV

Bpewss 17 mapta 2003 r.

3a MEHEPAJTBHOIO CEKPETAPH
YROAHOMOYSHHDBINA YHHOBHUK
/noance/

(Annea boapW)

TfepboBas nevats: [TAIATA TOPTOB/TY, TTPOMbILLTEHHOCTH,
PEMEC/IA # CEITBCKOO XO35WICTBA BPELLIVMN

ANOCTUNbL
(Faarckas KOHBeHUMA OT 5 okTaGps 1961 r.)

WTANBLAHCKAS PECITYBI/TMKA

Hacrosiumii oduumanshbit AOKYMEHT NOAMUCaH
Amrea boaps,

BENCTBYIOWEH B KAUECTBE WTONIHOMOYEHHOIO
W CKpenneH NevaTwio /lanars Toprosimv bpetism
YAOCTOBEPEHO:

8 bpewm 18.03.2003 r.
3a MNpaBUTENLCTBEHHOMND KOMUCCAPA

wramr: 3aM. avpexTopa Gyxrantepckoro oTaena
/raanmcs/
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C @HrNNACKOro A3biKa Ha PYCCKKA A3bIK
baHkos Oner BanepboeBw.

TekcT AaHHOrO ROKYMEHTa N
nepesoAvynK

ropoa, Mockea, BTOpOro anpens Ase ThiCsMM TPeTbero roga

51, BepracoBa lNanuHa WsaHoBHa, HOTapuyc ropoaa Mockshl, CBULETENLCTBYIO
MOASIMHHOCTE  NOANNCHK, cnenaa-moﬁ nepesonwkoM baHkoBhM  Onerom
Banepbesuyem.

3aperucrpupoaauoapeecrpe3am 6 — 125

BabickaHo no Tapucpy __ 73 -0 _pys.

.W. Bepracora.
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