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MHHHCTEPCTBO 3/IpaBOOXPAHEHMA N COUHANLHOIO PAa3BHTHSA
Poccuitcxoir degepaunn

PEJNEPAJIbHASA CJY2KBA IO HAX30PY B CPEPE
3APABOOXPAHEHHA U COHHAJIbHOIO PA3BUTUY
(POC3APABHAI30P)

INIPHUKA3

Mocksa

08 usone 2077 v 38812 Iy

O BHeCeHHH H3MEHeHHH B perHcTPANHOHHYIO
AOKYMEHTALUHIO HA H3/1e/He MeIHLHHCKOI0 HA3HAYEeHU

B cootBerctsun ¢ Ilonoxeanem o PenepanbHoil ciykbe no Hamsopy B cdepe
3/IpaBOOXPAHEHUS M  COLMAJIBHOTO  pa3BUTHUS, YTBEPXACHHBIM  [OCTAHOBJIEHUEM
ITpaBurenwcrea Poccuiickont ®enepaunu ot 30.06.2004 Ne 323, u AfMUHUCTPATHBHBIM
pernamentoM (Denepanbhoi ([cnyx6kl 10  Haa30py B, cdepe 3ApaBOOXpaHEHHS M
COLIMANILHOTO DPA3BUTUSA I10 UCIMOJHEHUIO TOCYNApPCTBEHHON (PYHKUHUM [0 perucTpamnuu
U3/IeIMH MEAUUMHCKOr0 Ha3HA4eHUsl, YTBEPKICHHBIM TIpUKazoM MUH3/ApaBcoLpa3BUTHS
Poccun ot 30.10.2006 No'\735, o pesyiapTataMm 3KCNEPTH3bI JOKYMEHTOB M JaHHBIX IO
KauecTBY, D(G(eKTHBHOCTH U Oe30MacHOCTH paHee 3aperuCTPUPOBAHHBIX U3IEIUH
MEIULUHCKOTO HazHa4eHUs, NpeACTaBlIeHHBIX 3asiBUTENIEM DepnepansHoe
rocynapcTBeHHoe YyHutapHoe npeanpuiatie’ ! TioMeHckoe MNpOTe3HO-OPTONEAUYECKOE
npeanpusatie” MunucTepcTBa 34paBOOXpaHeHMsl U COUMAIBHOIO pa3Butus Poccuiickoi
®enepannu (Poccus) npukasbiato:

1. BRecrd. u3MeEHeHUs B peFUCTPAUMOHHYIO [OKYMEHTAUMIO Ha H3jeNue
MeMLUHUHCKOro HazHavyeHus: «OOyBb OpToleanyecKas Ha OpTONEAUYECKUE anmnaparhl Mo
TY 8820-038-53279025-2004 B cnenyroutux ucnondenusx:/02K4B, 02K4I1, 02K4/1,
02K4BY ,02K4ITY, 02K4/1VY, 03K4B, 03K4I1, 03K4/1» (npuiioxeHue) u B 6a3y naHHbIX
3apernCTpUpPOBaHHBIX U3JeNUNA MEAULIMHCKOTO Ha3HAYEHHUSL.

2-YnpaBIeHHIO KOHTPOJIS 33 kadecTBOM MeauuuHckux uzaenudt (T.I. Kpbiiosa) B

yCTaHOBﬂeHHblﬁ CpOK O(i)OpMI/ITL H BbIJaTb 3asABHTCIIHO JIOKYMCHT, nonTBepxqza}omnﬁ

Peructparua MU B Pocagpasramaope
www.nevacert.ru | info@nevacert.ru

S e o S A e



2
(jJaKT BHECEHUST W3MCHEHUH B PErUCTPpalHOHHYIO JAOKYMEHTAIIHKO Ha HW3IOEJIHe

MEMIMHCKOr0 Ha3HaYeH A (PErHCTpallMOHHOE YIOCTOBEPEHUE).
3. KonTpone 3a WCHONHEHHEM HACTOAIUEro MpHKa3a BO3JIOKHTL Ha HayalbHHUKA

Ynpapsienus KOHTPOJIs 3a KauecTBoM MemuuuHckux usnenuait E.JO. bapmarosy.

Bpuo pykoBoauTers E.A. TenvHoBa

——
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[TPUJIOXKEHUE
K npukasy QenepanbHol CayXOb!
110 HaA30py B chepe
30paBOOXPaHEHHS
4 COLHAJIBHOIO Pa3BHTHS

ot Q0207 Ne 38E7- ZZ///

Crpana ITpuunna
Ne| Homep PY, | Homep HauMeHoBaHue H3AEIHI MEAULIMHCKOLIO p P
Jara KP]] 3assBUTENb A3roToBUTEND M3rOTOB BHECCHHS
n/n naTa KPJ] Ha3HaYCHUA Tens N—
H3MEHE
1 OO6yBp opTonearyecKas Ha denepaneHoe ®denepanbHoe Poccus |Bcrasu ¢
opronearyeckue anmaparsl mo TY 882(- |[FOCYAapCTBCHHOE TOCYNapCTEEHHOE H3MEHEHUEM
038-53275025-2004 B cnemyroLux {HmapHoe [IpeanpHATHE ,),/HHTapHoe {pCApHATHE HauMEHOBaHHUS
TiomeHckoe npoTe3Ho- |"TioMeHcKoe NpoTe3HO-
ucnionuennay-02K4B, 02K4TL, 02K4N, |0 tenumeckoe OpTOTEIHYECKOE OpraHu3anuu-
02K4BY, 02K4ITY, 02K44Y, 63K4B, nipenpusTHE " npeanpuAThe” 3AABUTENS U
@CP 18066 18.05.2011 03K4I1, 03K4 1] MyHucrepcTBa MpmuRucTEpCTBA Opra”Hh3auyu-
2007/00523 3paBOOXPAHEHHMA H 37paBOOXPAHEHUA 1 M3COTOBHTENS
COUMABHOIO pasBUTHA COLNAIBHOTO PA3BUTHA
Poccutickoit Menepauuy, [Poccuniickoit @eaepauni,
625023, r. TromeHb, yn. |625023, r. TioMeHs, yi.
Oupecckag, o. 35 Onecckas, 1. 35
3aMecTUTEIb HavallbHUKA Y TIpaBJE€HUS KOHTPOJIs T.I" Kpeliosa

38 Ka4eCTBOM MENULIMHCKHX U3AETHH

HavajibHuk otaena PErucTpalii OTEHECTBEHHBIX
H3JEAUH MeIUIUHCKOr0o Ha3HAYeHHsE
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Ne @CP 2007/00523

ot 05 uroast 2011 roaa Cpok OeiicTBUS: He orpaHneH.

Hacrosmee yaocToBepeHue BbIIaHO

PeaepaabHoe rocy1apcTBeHHoe YHHTapHoe npeanpusitue " ToMenckoe
NMpoTe3Ho-0pToNneAnyecKoe npeanpusaTue’ MunucTeperBa 31paBooXpaHeHHs
H connajanHoro passutus Poccuniickoii ®egepannmn,

Poccus, 625023, r. ToMens, yia. Onecckas, a. 35

¥ NIOATBEPKAAET, YTO U3AEIIHEC MEAUIIHHCKOTO Ha3HAYEHHS

Ob6yeb oproneauyecKasi Ha OPTONEAUECKHE ANNAPATDI

no TY 8820-038-53279025-2004 B caexyrommux ucnonuenusx: 02K4B, 02K4I1,
02K4/1, 02K4BY, 02K411Y, 02K4]1Y, 03K4B, 03K411, 03K4/1

NPON3BOACTRA

denepannnoe rocyiapcTBeHHoe ynuTapuoe npeanpusatue "ToMenckoe
HPOTE3HO-0pTONEANYecKoe npeanpusTHe' MHURHCTepPCTRA 3ApABOOXPAHEHHS
# connrajabHoro pasputua Poccniickoii Peaepanum,

Poccus, 625023, r. Tiomens, ya. Oxecckas . 35

KJlacc NMOoTeHIHaNsHOro pucka 1 OKI1.88 2000

COOTBETETBYIOLIEE KOMILIEKTY PErMCTPAllHOHHOM JOKyMEHTAllMA
KPJ Ne 18066 ot 18.05.2011

npukasoM PocanpasHanzopa ot 05 uros 2011 roga Ne 3881-11p/11

paspeleHo K MpOM3BOACTBY, NPOAaXe M IIPUMEHEHHIO Ha TepPUTOPHH Poccuiickoit
Denepannn

Bpno pykoBoautena PeaepannHoii ciayxob

10 HAJA30pY B cfepe 31paBOOXpPaHEeHHSA E.A. TeanHoBa
H COLHAJILHOTO Pa3BUTHHA
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3akja04YeHne mo BONIPOCY 0 BHCCCHHH H3MCHECHHI B PETHCTPAUHOHHY IO JOKYMCHTANKIO HA H3Je/He
MEAHIIHHCKOI0O Ha3HAYECHHUA

O6ysn oproneauyeckan a oproneanveckue annaparel no TY 8820-038-53279025-2004 B chaenyomux nenoanenusx: 02K4B, 02K411,
02K4]1, 02K4BY, 02K411Y, 02K41Y, 03K4B, 03K4!1, 03K4,1

Han HINERHA MEH )
DenepasibHOE rocyaapcTBeHHOE YHUTapHOe NpeanpHaTHe " TioMeHcKoe NPOTEe3IHO-0PTONEAHYLCKOE APeasipUATHE"
MuHuCTEpCTBA 31PaBOOXPAHEHHS H COUHAIbHOTO Pa3BHTHA Poccuiickoii Mepepauun

6“9!‘!-3“!“?&15
B cooTBETCTBHH ¢ AAMMHUCTDATHBHEIM peraMeHToM Menepanbtol cmyx0bt 10 HaN30py B cepe 34paBOOXPAHEHHS H COUMANEHOTO Pa3BHTA IO HCMONHEHHIO
rocyapcTBEHHON PYHKUNH N0 PETHCTPAUMHK H3AENHA MENHIMHCKOIO HA3HAREHHA, YTBEPAKACHHLIM TIpHKasoM Muu3apascoupassutua Poccnn ot 30.10.2006 Ne 735

NPOBEPEHO!

1. KoMILJIeKTHOCTE HNpeaACTaBJCHHBIX MATEPHAJIOB

1) 3asBNEHUE O PETUCTPALIUM U3/IC/IUR MEIULMHCKOTO HA3HAUCHHS; Wmeetca Bx. Ne ET-18066 ot
18.05.2011

2) AJOKYMEHT, CBHAETENLCTBYIOLIMI 00 oMnjare rocylapCTBEHHOM MOLUTHHEI;
Hmeercs Ne 226 ot 04.04.2011

3) cnpaBka 06 U3eMH MEAHLHHCKOTO Ha3HAYEHUS; He tpebyercs
4) DOKYMEHTBI, MOATBEPXKAIOIINE PETHCTPALIHED OPraHu3alH-3aBUTE A B
KaYecTBE IOPHANHECKOro J1La Ha TeppuTopui Poccuiickoit depepaumu; HnmeroTes

S) IOBEPEHHOCTD WJIM 3aBEPEHHYIO KOMHIO J0NOBOpa B TOM Clly4ae, ecliu
3aBUTEJIEM HE ABJISETCSA M3rOTOBHTENb H3ACINS,; He Tpebyercs

6) NOKYMEHTBI, MOATBEPAKAAIOLIME COOTBETCTBHE YCIOBHI1 NPOH3BOACTBA
W3IENNUA MEAMLIMHCKOrO Ha3HaueHUs TpeGOoBaHUAM 3aKOHOATENLCTRA
Poccuiickoil @eaepaunu; He TpeGyercs

7) NpOeKT HOPMATHBHOT O AOKYMEHTA BMECTE C IOKyMEHTaMH,
NOATBEPKAAIOLMMH COOTBETCTBUE HU3ACITUR MEAULIMHCKOTO HA3HAUEHHS €ro

TpeboBaHuAM, 1160 TpeGOBaHHAM TEXHUYECKHUX YCIIOBHH, THOO CTaHAAPTOB; He Tpe6yercs

8) py«oBOJCTBO MO 3KCMIyaTaLMH H3AEIHA MEARLIMHCKOTO Ha3HAYEHUS; He Tpebyercs

9) NpOEKT HHCTPYKLMH 10 MEAMLMHCKOMY NPHMEHEHHIO NIPH perueTpaLuu
(bu3noTepaneBTHYECKHUX annapaToB U peareHToB (HabopoB) I ARArHOCTHKU
(in vitro), caMOCTOATENBHO UCTIOJIb3YEMbIX KOHEYHBIM NMOTpeduTeiem;

He tpedyercs

2. MaTepHansl NPOBERCHHBIX HCHBITAHHI H JKCIIEPTH3 KauecTBa, 3pPeKTHBHOCTH H Ge30NaACHOCTH
H31eJIMs MEIHIHHCKOr0 Ha3HAYeHHS

1) TeXHHYECKHE UCTIBITAHMUS He tpeyercs
2) TOKCHKOJIOTHYECKHE MCHBITAHHS He tpe6yercs
3) MEAMUMHCKHE HCTIBITAHHS He tpebyercs
3. JxkenepTHOE 3aKJINUEHHE He tpebyercs
4. JonoJHUTENbHbIE MATEPHAJIbI He Tpeyercs
5. Ksiace pucka npuMeHeHHs 1

1. 3asBieHME O perMCTPaLMK COOTBETCTBYET TpeOOBAHUAM 3aKOHOAATENBLCTRA, NPEABABIIEMbIM K CyObeKTaM
obpawenns HUMH Ha tepputopuu P®;

2. JlocTOBEpHOCTE A0KYMEHTOB MOATBEPXAEHA IOAMHCHIO YIIOJHOMOYCHHOTO JIMLA 3aBUTENA Ha KOKAOM
JOKYMEHTE;

3. lpenacTasiieHHas HHbOPMALIMs COrNIaCOBaHA MEXY OTAEIbHBIMU JOKYMEHTAMH KOMIUIEKTa;

4. CopepxaHHe, ypoBeHb AeTaIM3aLMHU NPEACTAaBIEHHONR HHGOPMaLHH, a TAKKE J0KA3aTEIbHOCTh Pe3y/IbTaToB
MCMBITAHWA U OLIEHOK COOTBETCTBYIOT TPEOOBAHHUAM A IMMUHUCTPATUBHOTO PErnaMeHTa ( B TOM Hucie
NPUNOKEHHUIO 3).

3ak/04ente: N0 pe3y/ibTaTaM NPOBEPKH JOKYMEHTOB H JaHHBIX, CYHTAl0 BO3MOXHBLIM BHECEHHE
H3MCHEHHI B PErHCTPAallHOHHY IO JOKYMEHTAIHIO HA H31€e/IHe MeIHILHHCKOro Ha3HAYEHHH.

Ha4aneHHK OTA€/A pETHCTPALH OTEYECTBEHHBIX
U3JENUA MEIMIHHCKOTO Ha3HaYeHUA T.4. Komaposa

"
E.B. [TaH4eHko

/" _:"’/ pé. 4

DkcnepT
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Hacrosmum ynocrosepsietrcs, uro CmupHoB AHapeit BsiueciaBosuy
(PHO)

sagBuTeNb Pl YII «TromeHdckoe [TpOIl»y Muusnpascolpa3zButus Poccun

IpeACTaBul,

Onuch TOKyMEHTOB

{HaHMEHOBAHHE NPENPUATUA-3aABHTCNA)

a npencrtaBurenb Poc3gpaBHag30pa NPHHAT HUKECTEAYIONIHE

AOKYMEHTE! JIJIst BHECCHUS U3MEHEHHUH B PETUCTPAIHOHHYIO JOKYMEHTALIUIO:
OO6yBE opTOneaMYecKasl Ha OpTONCANYCCKUEC alllIapaThl

(HaWMEHOBAHHE H3ACTHA)

Ne HanmenoBanue noxymenra KomuuectBo | Konuyectso | Ormerka o
i 9K3. NIUCTOB HaJTHUHH
1 3asiBlICHHUE 1 3 [
2 IlnarexxHoe mopyyenue Ne226 1 1 -
3 Bemucka U3 ExuHOro rocygapcrBeHHOTO 1 3
peecTpa IOpHAHYECKHX JIHIT V
4 Konus mpukaza ot 26.08.2009r. Ne673 1 2
«O0  yrBepaeHuHn ycrasa DI'VYII
«TroMeHckoe [TpOIT»
Mun3zapascoupassutust; Poccut B HOBOH
penaKIHu» /
5 Konus npukasa ot 02:10.2009r. Ne338 «O 1 1
TIEPEHMEHOBAHUH NIPEATIPUATHSY v
6 Komnus CBHIETENLCTRA 0 1 |
rocy/1lapCTBEHHOK perucTparuu
TIpeUIPHSTHS J/
7 Konus cBUAETENBECTBA O BHECCHUH 3alIHCH 1 1
B EauHpIf rOCyJapCTBEHHBIH peecTp
FOPUANIECKHX JTHIL v
8 Komus PErUCTPALHOHHOTO 1 1
ynoctoBepenuss Ne®CP 2007/00523 o=
09.08.2007r. /
9 AKT neprHoanyecKuX HcneitTanuid Nel() 1 2 v
Hupexrop OI'YTI %
«Tromenckoe TIpOIl» /

Munsapasconpassutus Poccun

JloKyMEHTEI cnain:

110 DOBEPCHHOCTH

a/q//é; .

JloKkyMeHTEI

e A

PHBSLI;

(®HO, noanuce)

«

(®HO, nﬂnnucb)

e 4

»

S
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Munucmepcmeo 30paeooxpaHeHuss U coyuansHozo paseumus Poccuiickoii Pedepayuu
Cbedepaﬂ,buoe zocydapcmeermoe YyHumapHoe npednpuﬂmue

TFOMEHCKOE ITPOTE3HO-OPTOIIETHY9ECKOE IIPEAIIPHSATHE

Jluyensus Dedepanvoii cysncbol no Had30py 6 chepe 30pasooxpanenus u coyuanvHozo paseumun Ne 99-07-00011 0-0m 22.10.09z.

Poccus, 625023, r. Tiomens, Tenedon/dakc: (3452) 41-15-92
ya. Opecckas, 35. E-mail: gos-prop@mail.ru

3asBieHue

PykoBoaurento @enepanbHO# CIYKObI MO HAA30PY B
cdepe 30paBOOXPAHEHUS M COLMAIBHOTO Pa3BUTHUS

Hcx. Ne /95 oT /8. 0(/ //

109074, Mocksa, CnaBsHckasa., 1. 4, ctp. 1

IIpoiy BHECTH U3MEHEHHS B PETUCTPALIMOHHYIO JOKYMEHTALMIO Ha U3/Ie/IHe MEIULIMHCKOTO Ha3HAYEHHS
OGysb_oproneauyeckas Ha oproneanueckue annaparbl 02K4B, 02KA4T1, 02K4]1, 02K4BY, 02KAITY, 02K4/1Y,

03K4B, 03KA4I1, 03K4]1 TVY.8820-038-53279025-2004
(HauMeHOBaHNe H3NENNsS MEAMLIMHCKOTO HA3HAYEHHSA/C.YKA3aHHEM HOMEPA TEXHHYECKHX YEI0BHIl 1 KOMIUTEKTaUHH)
B CBSI3H:

+ - C 'BMCHCHHMEM HAaHUMCHOBAHMs OPraHU3aLvH 3asBUTE/IS MJIM U3rOTOBUTEIIA U T.[.

( 3ASIBUTEJIb
®DenepajibHOE roCyAapcTBEHHOE YHUTapHOe npeanpusaTie « TIoMeHCKoe MpoTe3HO-0PTONEANYECKOE NPEANPUATHE)
MHHHCTEPCTBA 3PABOOXPAHEHUS M COLMANbHOro pazeutus (DIYIIT «Tiomenckoe ITpOTl» MunsapaBcoupa3suTus
Poccun)
Poccuiickas ®enepauys, topuaudeckuil M ~dakruyeckuii anpec: 625023, T. Tiomenb, ya. Opecckas, .35,
ten./dakc: (3452) 41-15-92, E-mail: gos- mpp@mallru WHH 7203002253 -
(HauMeHOBaHHUe 3asBUTEJIA, CTPaHa, IOpHAMYeckuii anpec, hakTuueckuit aapec, renedon, dakce, E-mail, UHH)

OUPMA-ITPOU3BOIUTEJIb UMH
DenepallbHOE roCYIapCTBEHHOE YHUTapHOe npeanpuaTue « TIOMEHCKOE IPOTE3HO-OPTONEIMYECKOE NPEANPHATHEY
MuUHHCTEpPCTBA 3ApaBOOXpaHeH s K conuanbHoro passutus (PIVIT «TFiomenckoe ITpOIT»y Mun3apaBcoupasBuTus
Poccun)
Poccuiickas @Denepaumsi, opuavyeckuil uM daxruueckuii aapec: 625023, r. Twomenb, yn. Opecckas, .35,
ten./dakc: (3452) 41-15-92, E-mail: gos-prop@mail.ru, UHH 7203002253

(HaMMeHOBaHHE, CTPAHA, IOPUNUECKHIT anpec, NouToBbId anpec, TenedoH, paxc, E-mail, UHH)

. IPEJAIIOJIATAEMASI COEPA NIPUMEHEHUSI UMH
B KAYECTBE TEXHHUYECKOrd CPEACTBa peabunurauuu

‘ MNPEAIIOJIAT AEMBIN KJIACC HOTEHIII/IAJIBHOPO:PI/ICKA INPUMEHEHMUS
1 knace
(mo F'OCT P 51609-2000)

KOJI, BCOOTBETCTBHUM C HOMEHKJIATYPHBIM KJIACCU®PUKATOPOM
6761
(npuka3s Poc3apasnamsopa ot 09:11.2007 Ne 3731-I1p/07)

[ToaTBep /iAo, OTBETCTBEHHOCTh 332 BO3MOXKHBIC HETaTUBHBIE MOC/EACTBHSA. NIPABHILHOIO MPHUMEHEHHS
W3JIe/TUs MEMLMHCKOTO Ha3HAYEHHUS!.

[ToaTBepsaa0 OTBETCTBEHHOCTD 3a Hapymemle NpaB WHBIX JIUL] PH NPOUZBOJICTBE, HMIIOPTE U NPOJAKE
U31e/11s MEIUIHCKOTrO Ha3HAYeHUs Ha TeppuTopul Poccutickoit Meaepaumu.
CBEJIEHUSI OB AHAJIOI'AX UMH, 3APETACTPUPOBAHHBIX B POCEHVICKOMN ®EJIEPALIUHA
Peructpaumonsoe _ynocrosepenue NedCP (2008/01794 ot 26.02.2008r.. «O6yBb opronenuuyeckas Ha
oproneauueckue annapate» no TY 8820-03853279025-2004 N

(opu HATAUHH B BHJIC TaOIULIbI) )

. Ipunoxene Nel k 3asBieHnio: Tabauua cpﬁlﬁﬂeﬂﬂﬂ { &7 / f/“/ é
o 18 Ma? Zgil
Jupektop 7 4{// Annpeii Bsuecnasosuy CMHUpPHOB

P/cuer 40502810654540000001, xop./c4. 30101810100000000610 B Tromenckom ¢punuane OAO AKB «POCBAHK)» r. Tiomens

WHH 7203002253, KIIIT 720301001, BUK 047102610
Peructpamnua MU & Pocagpasranzope
www.nevacert.ru | info@nevacert.ru
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Munucmepcmeo 30paA600XpPAHEHUSl U COYUANBLHO20 pa3deumust Poccuiickoii Pedepayuu
dedepanvbHoe 2ocydapcmeeHHOe YyHumapHoe npeonpusmue

TFOMEHCKOE IIPOTE3HO-OPTOIIEHYECKOE ITIPE/IIP]

JTuyenszus DedepanvHoii cnyscbvl no Had3opy 6 cghepe 30pagooxpanenus u coyuanvHozo pazsumus Ne 99-07-0007F 0 om 22.10.092.

ATHE

Poccus, 625023, r. Tiomenb,
.yi. Opecckas, 35.

Tenedon/daxc: 2) 41-15-92
E-mail: gos-prop@mail.ru
N

Hpunomeﬂﬂ@l K 3asBJICHHIO

Ha o6yBb oproneauueckyio Ha opronenuueckue anmapatsl 02K4B, 02K411, 02K4]1, 02K4BY;\§2R4HY 02K411Y,

03K4B, 03KAIL, 03K4/]1 O
(HAMMEHOBAHHE H3JEIHS) @
Beimyckaemyio no TY 8820-038-53279025-2004 =)

(HOMEp TEXHHYECKHX YCIIOBHIA)

’7‘\"“
B Poccwiickoit Menepauny 3aperucTpupoBaH aHaior: 00yBb opToneinueckas Ha opronenﬁ@éckne annaparbl
@)

(HanMeHOBaHHe aHa!

Beimyckaembiii OO0 «TromeHckui pea6unmauuom{z’é1ﬁ LIEHTPY

N

N

peructpauronHoe yaoctosepenne Ne CP 2008/0W

-

Tabnuua cpaBHeHHs: 00yBH OpTONEANYECKON

WpMa MPOU3BOAMTEIL AHAJIOTA)

(%)
ot 26.02.2008r. no TY 8820- 03

-53279025-2004

43

O

(HOMEp PEruCTPaLMoOHHOrO YA0CTO

us)

pToneauyecKHe annaparbl 02@%021(41’[ 02K4/1, 02K4BY,
02KAITY, 02K4TY;.03K4B, 03KA4TT, 03K4l{cana.|%

-

. OCHOBHBIE OOyBb opTonenyeckas Ha AHé‘;ﬁar 00yBb OpTOnEeaUUeCcKas Ha
napameTpbl opTonennyeckué annapatsl 02K4B, @t,?pmne,umecxue anmnaparhbl
i 02K4I1, 02K4/1, 02K4BY, 02K4I1Y, -
02K41Y, 03K4B, 03K4I1, 03K4 /1 %
TpeboBanus k OG6yBb, @mamnsaemaa no | O W3roTaB/iMBaeMas no
napameTpam MennuuHCKoM.@% 3aKazsy, JIOIDKHA | Mex upmcxomy 3aKazsy, JOJKHA
COOTBETCTBOBATH MENHLIMHCKOMY 3aKasy, COOTBETCTBOBATh MEIMIHHCKOMY —3aKasy,
TpeﬁOBaHu@%eXHH'{eCKHX YCIIOBHIA. | TpeGOBaHHAM TEXHHUYECKUX YCIIOBHH.
OGyBb M Oro MNpPOM3BOACTBA ,IIOH)KHaQ@SGbe MaccoBOro0 MpPOMU3BOACTBA JO/DKHA
COOTBETCTBOBATH TpeGoBaHMAM |, COOTBETCTBOBATh TpeGOBaHHAM
TEXHHYECKHX YCIIOBHIA. /| TeXHHYECKHX YCIIOBHH.
TpeboBanus Cpok ciyx6b1 00yBu aomkeH ObITh g Cpok cnyx0bl 00yBH JODKeH ObIThb He
HaJIe)KHOCTH MeHeg' OiHOro rofa. CpoK COXPaHAeMoC MeHee OJHOro roja. Cpo@oxpamemocw
o0y €CThb MeCsLEB. ) } 00YBH LIECTh MECSLIEB.
TpebGoBanus 06 HE  JIOJDKHA npenﬂm@g atb | OOyBp  He nonmna.&“npenmcmosan
H bHOMY ()yHKLMOHHPOBAHHIQ CFOMIbI. | HOPMAIbHOMY (yHKUHOHMPOBAHHIO CTOMIBI.

c 3ProHOMHKH

b JIOJDKHA CBOOOJHO Haﬂegca H

OG6yBb JIO/KHA CBO 0 HaJaeBaTbCs M

- Th IUTOTHO 3aKpEIUIEHa Ha HODE, HA Hore | GbITh MIOTHO 3aKperyieHa Ha HOre, Ha HOTe
@nnapaTOM. fgw C anmnaparom. Iy
‘| KOHCTpYKTHBHBIE D6yBb OMKHA OBITh H3rOTOBNeHa Ha | OGyBb JOJDKHA Th M3rOTOBJICHA Ha
TpeGoBaHus /5| xonoakax. OOyBp Ha O nudeckue | komomkax. OGyBb, Ha OpPTONMEAHYECKHE
§ anmaparel  J0JDKHA usror@usancx ¢ | anmapatsl no;@ya M3rOTaBIMBATBCA C
.| 3aKpbITOH MATOYHOH K Hoc@ou YacThlO. | 3aKPBITOH N s Ol U HOCOYHOM YacThbIO.
TpebGoBanus 4 ) | O6yes momkHa OTBEvat - rpeboBanuam B | OGyBb 107 oTBeYaTh TPeOOBaHHSAM B
e30nacHoCTH _ TeYeHHe BCEro Ccpoka yaTalud NpH | TeYEHHE BQ@7 CpOKa 3KCIUTyaTalHu MpH
@ BBITIOJIHEHUH TOTped M Tpe6GoBaHMii, | BBINOJIHEHHHM) noTpebuTenem TpeGoBaHuMid,
D YCTaHOBJIGHHBIX () namstke 1O | YCTAHOBJIEHHBIX B namsTKe no
MO/IB30BAHHIO H3/IENHEM. T0JIb30BAHHIO M3/IEIHEM.
7@)5
&ﬂupemop Ax—mpe%quecnaBoauq CMupHOB
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Munucmepcmeo 30pae00XpPAHEHUR U COYUANBLHO20 pa3eumus Poccuiickoii Pedepayuu
DedepanvHoe 2ocydapcmeeHHOe YHUMapHoe npednpusimue

TFOMEHCKOE ITIPOTE3HO-OPTOIIEHYECKOE IIPEAIIPHATHE

Jluyensusn Dedepanvroii cnyscbvl no Hadopy 6 cghepe 30pagooxpanenus u coyuansnozo pazeumus Ne 99-07-000110 om 22.10.09-.

Poccus, 625023, r. Tiomenn, Tenedon/daxc:
ys1. Onecckas, 35. E-mail: gos-pr

ITpunoxxenne No2 K 3asBJICHHIO

OGysr  opromemuueckas  Ha  OPTONEIMYECKHE  ANIapaThl nsro§nnaaerca no
. CepTH(UIMPOBAHHBIM KOJIOAKAM Pa3HbIX MOCTABIIUKOB. 7
Marepuansl, momypaGpukaTel U IOKYIHbIC H3IEIHs, NPUMEHSEMBIE [UIs W3TOTOBIEHHS OOYBH,
" COOTBETCTBYIOT TpeGOBAHHMSM HOPMATHUBHBIX H TEXHHUECCKHX JOKYMEHTOB, yKkasay IX B TY 8820-038-
53279025-2004 «OO6yBp opTomeanueckas Ha MpPETE3bl W allaparsl», a T&(X{QCp’I‘H(bHHHpOBaHH B
ycTraHoBiieHHOM B P® nopsinke monﬂomoqenﬂbny\@@ianom 1o cean(pHKaunn
Marepuaibl, HCIIONIB3yEeMBIE IS I/I3I‘0T0ﬁ§iﬂ/m o0yBHu: (%
- Ha Hapy)XXHbIE JIETaJIH Bepxa 00yBH npnmeHﬂW KOKH 2JIAaCTHYHBIE JUIS Be&)}a 00yBH, BETIOp U BEIIIOP
n3 6axTapMsSHOTO CIHJIKA, OBIYMHA JIErKas U T@nax U JIp; "

- Ha BHYTpPEHHHE JeTalu Bepxa 0OyBHU DPUMEHSIOTCS  KOXKH  JUIS no@amm o0yBH, THK-capxa,
cnonymepcrsmoe TPUKOTAXHOE IOJIOTHO, & Ha MexoBas Bbmenanngi@ epCTh HaTypajbHas, Mex
HCKYCCTBEHHBIH H JIp; @) @§

- Ha NPOMEXYTOYHBIE JETAIH Bepxa n@euﬂmrca TKaHH JUI MEXHOAKIANKH, XJIOMYaToOyMaxKHas
TKaHb JUIS MEKIOJKIAJKH C TEPMOKJICEBBIM MOKPHITHEM, Oymases, %b THK-Capka, HUTPOHCKOXa-T
00yBHas, 371aCTHYHBIE U TEPMOIUIACTHY € MaTepHaIbl, [PaHHTONb;
- Ha HapyXXHble JETAIM HH3a NPUMEHSIOTCS KOXHU s Hu3a 00yB
IUIACTHHBI PE3HHOBBIE TIOPUCTHIE oﬁnéﬁqeﬂﬂme, TUTACTHHBI U3 TIOPH KOXXETOJOOHOU Pe3HHBI, BOUIIOK
MOJIOLIBEHHBIH,  IOOIIBBI (bop@.umme u3 nopHCTor%;) nonu3upyperaHa, Ha  OCHOBE
, TepModJacToniacra, cOOpHBIe, pes'om,xe u [IBX; mmacTuHbl Pe3UHOBEIE JUIS JIEKOPATHBHOTO PAHTA,

MaTepHaIbl OTEIOYHBIE TTOJIUB JIOPUIHBIE, TUIACTHHEI PO axmqecme HU3HOCOCTOUKHE, Pe3UHBI

KabryuyHble, KabIyKu (bOpMOBa!@Ie PE3MHOBBIE M IIACTMACCOBBIC, IUIACTHHbI HEMOPUCTHIC PE3MHOBBIE

HaGOC‘IHHC IJIaCTUHBI HOJIHypi AHOBBIC, MATCPHAJIBI (I)OpMOB HBIC I1acCTMacCcCOBBIE U PE3WHOBBIC,

ACTHHBI PE3UHOBEBIC ITOPHUCTEHIC,

-

- Ha BHYTPEHHHE JCTAIH HU3A-TIPUMCHSIIOTCS KOXH IS 00yBH, CITHJIOK JXECTKHX KOX, KapTOH
oOyBHO# cTeneunsiii Mapkid j C, CTeeYHO-NE/UIONO3HbIH- MaTepUal, CTENeYHBIE HCKYCCTBEHHbIE
MaTepHaIbL; > [Ny

- Ha NPOMEXYTOuHBle nefafin Hu3a O0OyBM HpHUMEHS q KOXKH IS HH3a 00yBu, KapToH 00yBHOH,
_ TEJIEHOK MeTaJmnqecmn TAMIIOBAHHBIH, MIMAILT KOXK HH32 00YBH, IIPOCTHIOYHBIN KapTOH, OTXO/IBI
/KOJXK, M€Xa, KapTOHa, Te bHBIE MaTEpUAIIBI;

OIIOJIMYpETaHa «Me,zmop@ 1», mpoOKOBBIH
MIOJIMATHIICHBI: «OpTom@é», «ITmactazor»,
cgnnnu M30JI0H, TEPMOIUIACTHYECKH MarepHa,
IOJIKJIAJIOYHAs, 110JIa, BOPOTOK, CTalb Mapku 651,

- Ha CIHelHaJbHbIE U TIPEMEHSIOTCS TUIUTHI
arjaomepar, Koxa Hu3a OOyBH, BCIEHEH
«Tepmokopk», «Xapadom», «[leHocaBuneHY;

SMEMEHTH! BKIIAJHBIE, 10(Th IOPHO-CEIEbHAs, K

C‘?@ 1

crais Mapku 40 u Ap; O U
’ - i 3axpenne}®§06y3n Ha CTOIE MNPUMEHMOTCS ONOYKH, KPIOUKH, PAMKH, 3aKJIENKH, INPSKKH,
+ 3aCTEeXKH, IHYPKH 00yBHBIE, MOJTHHU O6YBHI>I&; ACTEeXKKH TEKCTHIIbHBIE («B¢\\Wpo» «KoHTakT»), neHTa
9J1aCTHYHAs O qHas, an %)
- JUIsL CKpeIuI JeTajiel Bepxa M CIeHUaIbHBIX MATKUX JeTaleh npnmeH@Tcx HHUTKA apMHPOBaHHBIE
3 XJI0MYaTOGYMAKHBIX U CHHTETHYECKUX OH;

- A cKpefuleHus JeTaned Huza (1010 , PaHTBI) C BEPXOM o6yB \IpHMCHXIOTCSI kneit: 900-U,

«Kepa(bne 01», «Kepadiexe 307», 15%» C 01.

%Eemo 7 Amnjpeit BsaeciaBouny CMEPHOB
p P % & p p

P/cuet 40502810654540000001, kop./cu. 30101810100000000610 B Tiomerckom pumnane OAO AKB «POCBAHK» r. Tiomens
Perncrparus MU & Pocsppasragsopel{HH 7203002253, KIIIT 720301001, BUK 047102610

www.nevacert.ru | info@nevacert.ru
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