OGIIecTBO ¢ OrpaHHUEHHO OTBETCTBEHHOCTHI0 "BHK"
VHAKANLHBINH HOMEP 3anucH B peecTpe akkpeanToBaHHbix aul: RA.RU.11THE70

OTPH 1227700126477, Anpec MecTa OCYILECTBIICHUA neménmdem: 105064, Poccus, r Mocksa, nep. Kasennbiii B., 1om 8 ctpoenye 1,
otmuc 111, Ten. +7 9812538715;

PEINEHUE
0 NOATBEPKACHUH JelicTBHS cepTHdHKaTa (0 MPOJJIEHHH CPOKa AeficTBUsA cepTH(HUKATA)
0 Pe3y/ILTATAM IJIAHOBOI'0 HHCIIEKITMOHHOI0 KOHTPOJIS
3a cepTH(GUUMPOBAHHOI NpoayKUMel
Ne 01695/24 or 11.12.2024 r.

1. HaumeHnoBaHue U afipec 3aABUTENA:
OBIIECTBO C OTPAHMYEHHOM OTBETCTBEHHOCTLIO " MEHPMKO MHTEPHEHIIIHI "

HAMMEHOBAHME OPraHU3ALMK-HITOTOBUTEILS, IPOAABLA HIX HHAMBUAYAILHOTO NPEANPHHUMATE (AasIee-3aABUTEND)
Mecto naxoxaenus: 115114, Poccus, ropox Mocksa, JlepGeneBckas HaGepexHas, fom 11, atax 3,
- momerueHue 42, 43,46, 47. Axpec MecTa oCyIIeCTBIEHH AeaTenbHOCTH: 115114, Poccus, ropox
Mocksa, [ep6enesckas HaGepexHas, oM 11, aTax 3, momemenue 42, 43,46, 47,
Tenedon: +7 4959136614, Anpec anexTpoHHoit mouTs!: ekotlial 1 @gmail.com

IOpUAMECKHit anpec, ‘rene(bou anpec 1. MOHTEI
2. CeprnduumupoBanHas NpoIyKIHs: .
IIpuGops! aeKTpudeckue OBITOBOTO Ha3HAYCHUS canmapno-rnmeﬂnqecxne 3yOHBIE LIIETKH, TOPTOBOi
mapku «DENTAID»: VITIS Sonic S20, apruxyn 32136 u VITIS Sonic S10, aptuxyn 32134

HaHMEHOBaHHE NPOAYKLUHH

Koa (xoan1) TH B3 EADC : 8509800000

BbINyCKaeMasi H3ArOTOBHTEJIEM .
Dentaid S.L

BTTES § ST vRo M TOTE S UM

HMM&HOB&H]’IC H3roTOBHTEIA
Mecro Haxoxnaenus: Micnanus, Ronda de Can Fatjo 10, 08290 Cerdanyola del Valles, Barcelona,
TJIOHACC: 41.485144°, 2.123665°

' ajipeC H3rOTOBHTEIA
HA' OCHOBAHHMHA
aKTa MHCTIEKIHOHHOM mpoBepku Ne 01695/2 ot 10.12.2024

- @KT HHCHGKI!HOHHOI"O KOHTQO!DI! pachO‘rpeaHHe AOKYMCHTBI
OPI'AH I10 CEPTU®UKAIINNA
INPAHUMAET PEINEHHE:
1. TlonTBepANTS AeHCTBHE CepTH(HKATA COOTBETCTBHS:
Ne EADC RU C-ES.HE23.B.01695/24 ot 29. 01.2024 peitcteyer no 28.01.2029.

HOMCp ccpmtbnxara COO‘I‘BmHﬂ

NPUMHHA NPHOCTAROBKH/OTMCHBI

R I

RIRIAR rridelir



- 2. YCTaHOBHTH CPOK 049epeHoii nposepk ¢ 11.11.2025r. mo 11.12.2025r.

3. HanpaBuTs xommto xanHoro pemenus 8 OBILIECTBO C OTPAHMUYEHHOH
OTBETCTBEHHOCTEIO " AEHPUKO VHTEPHEMIIHII " no agpecy: 115114, Poccust, ropox
Mocksa, Jlep6eHesckas HabepexHas, JoM 11, aTax 3, nomemenue 42, 43,46, 47.

HaUMCHOBAHNE Oprann3anun

PykoBoauTeNb Oprasa 1o /M H.A. Temuna

cepTHhHKALUH / 7 (nbﬁm{y MEMLHMAEL, GaMIINS
AL 77190 S

«BE30MACHOCTb

H KAYECTBO»




OGmecTBO ¢ orpaHrdeHHoi oTBercTBenHOCTHIO "BUK"
VHUKaILHBII HOMep 3aIACH B peecTpe aKKpeauToBaHHbIX anu: RA.RU.11HE70

OI'PH 1227700126477,
AJlpec MecTa OCyWecTRIeHUs aestensHocty: 105064, Poccus, r Mocksa, nep. Kasennniit B., aom 8 crpoenne 1, oduc 111,
Ten. +7 9812538715;

AKT
InanoBOro/BHENIAHOBOr0 HHCNEKIHMOHHOTO KOHTPOJIA
cepTANAPOBAHHOI HPOAYKIMH
Ne 01695/24 ot 10.12.2024 .

HaumeHoBaHHe A axpec 3aABATEJA:
OBIIECTBO C OTPAHUYEHHO! OTBETCTBEHHOCTBIO "IEHPMKO WHTEPHENLIHIT"

. HAHMEHOBAHHE OPraHU3ALHH-HITOTOBHTE/A, NPOAABLA HAH HHIEHBHAYANLHOIO NPEANPHHHMATCIR (nanee-3a8BHTENS)
MecTo Haxoxnerns: 115114, Poccus, ropox Mockea, JlepGenenckas HaGepexHas, 10M 11, atax 3,
nomernenue 42, 43,46, 47. Axpec MecTa oCymecTBIeHNA fAesTenbpROocTH: 115114, Poccus, ropon
Mocksa, Jlep6enenckas nabepexHas, oM 11, dTak 3, nomemenue 42, 43,46, 47,
Tenedon: +7 4959136614, Anpec snexrpornoii moaTsL: ekotlial 1@gmail.com

TopHanuecknil anpes, Tenedos, apec 31, MOUTE
1. IEJIb THCTIEKIIAOHHOI'0 KOHTPOJIS: ycraHORNeHHE haKTa, YTO MPOXYKLUL
[IpuGops! anexTpuyeckae GEITOBOrO Ha3HaYeHHA CAHHTAPHEO-THTHCHAYIECKHE! 3yGHBIE IETKH, TOProBoiH
mapxs «DENTAID»: VITIS Sonic 520, apraxyn 32136,1:VITIS Sonic S10, apraxyn 32134
R :

HauMcHoBaHe ¥ 660oHERCHHE NpOAYKIH
. "“.'N-.r¢.‘:»l’

Kon (xcoer) TH BOJ{ EASC : 8509800000 “" " ™

AlY
BbIIyCKAeMas H3r0TOBHTEIEM R
"Dentaid S.L."
H&HHG‘HGBQHHG M3NOTOBHTEAR
Hcnanus, Ronda de Can Fatjo 10, 08290 Cerdanyola del Valles, Barcelona, I'JIOHACC: 41.485144°,
2.123665° - e s
aapec KIroToBHTENa

Ha KOTOPYIO0 3a8BUTEJII0 BbIXAH CePTH(HKAT COOTBETCTBU:
Ne EASC RU C-ES.HE?23.B.01695/24 ot 29.01:2024 f¢icrayet n0°28.01.2029.

HOMep cépTitduxaTa cooTBeTCTRU
NPOAOJIKAET OTBEATH YCTAHOBICHHBIM TPeGOBAHUAM,; OATBEPRACHHLIM NPH cepTuduKaLAM:
Texuuyeckoro pernamenta TaMOXKEHHOTO cordsa TP TC 004/2011 "O Ge3omacHOCTH HU3KOBOJIBTHOTO
oGopynosanns" , e
Texuuueckoro pernamenta Tamoxersoro corosa TP TC 020/2011 "SnextpomarsuTHas
COBMECTHMOCTD TeXHHIECKHX cpeacT” o TR

HaUMCHOBAHKE K 0GO3HAUCHKE HOPMATHBHEIX ROKYMEHTOB

2. OCHOBAHMUE: o e
na ocrosamuu Pacnopmkenus o mpopexem UK~

HOMED K ASTA I0KYMCHTA
3. BPEMSI IPOBEAEHUST: ,
- ¢10.12.2024 no 10.12.2024
BPCMA NPOBEACHHR NPOBEPKH
4, 9KCIIEPTBI, IPOBOAUBIIHE MHCHEKINOHHEIA KOHTPOJIb:
O.Il P06y e lrpeaadiy st NS )

wrpanst, aMunun
5. AHCIEKI{AOHHBII KOHTPOJIb IIPOBOICA B COOTBETCTBHH C:
IIporpamMma npoBeJicHHA HHCIEKIHOHHOT0 KOHTPOJLA cepTuUIMpOBaHHOH NPOAYKIMU

HauMCHOBAHNKS pabouch mns Timosol nposcpxy
6. JOIIOJIHUTEJIbHBIE MATEPYAJIBI; ACIIOJIb30BAHHBIE ITPH
LA, By 1

* . -’:'..



UPU Lil. 34 -‘i,;_i :
I/IHCI‘IEI(III/IOHHOM KOHTP OJIE: .

o r"z‘Pr“"M‘ﬁr{‘vW" Qu P

AKTH! NPEALLIYINX NPOBCPOK, noxyucu'm OpraoB roCyJapCTBCHIIONO Halopa

7. PE3YJIbTATBI IIPOBEPKH (cocTostuue 00BEKTOB NPOBEPKH):
Pe3ynbTaThl aHAIH3a COCTOSHMSA IPOM3BOACTBA ~ NOJIOXKUTENILHEIE.

oG1Wan OlCHKA COOTRCTCTRIA NPOAYKIUAH YCTAHOBNEHHBIM TPEGOBAHIAN, COCTOAHHE ¢e NPOIIBOJICTBA, HCOOXOANMOCTh KOPPLKTHPYIOUUIX
: Meponpxmnn

8. BBIBOJIBI: Pt

CepTH(HIMPOBaHHAs POAYKIHAS TPOAOIDKAET COOTBETCTBOBATH YCTAHOBICHHBIM TPEOOBAHHsM,
HECOOTBETCTBHSA OTCYTCTBYIOT. OGecnetmsae'rcx c'ra6mn>ubm BBEITYCK [IPOAYKLHH. 3a BpeMs
IIPOXOXKICHHS IPeAbIAYILeHi IPOBEPKH H IO 'relcymee BpEMS, IPOXYKUHS, H3MEHEHHAM KaCaloLIMXCs
obecneyueHns COOTBETCTBHA TEXHHYECKOTO pernawxem‘a Tamoxcennoro coroza TP TC 004/2011 "O
6€30I1aCHOCTH HH3KOBOJILTHOTO 060pyOBaHMA" ‘

TexHuyecKoro pemameﬁ'ra Tamosxennoro corosa TP TC 020/201 1 "DnexkTpoMarHuTHas COBMECTHMOCTD
TeXHUYECKUX CPEACTB" He IOABEPrajiack. Hpo.nymmx TIOJIOXHTELHO NIPOXOAHT BCE HEOOXOANMBIE
npoBepKH (TIEPHOYECKHE, IPUEMOTHEIC HCIEITAHNS), PexyiaMaltiH i HapeKaHHs CO CTOPOHDI

* rOCYAapCTBEHHBIX CTPYKTYP OTCYTCTBYIOT. o

F R

06UIan OLEHKA COOTBETCTBHA MPOAYKIUH YCTAHOR/CHHBIM. TpeGODRIIAN, COCTOAHHE, 6¢ NPOHIBOACTEA, HEQBXOANMOCTL KOPPCKTHPYIOUIIN

", MeponpusTiil’
9. PEKOMEHJAITMN:
leiictue cepradrkata coorsercraus Ne EAOC RU C-ES.HE23.B. 01695/24 moxeT GbITh COXPAHEHO.

HOMep cepT(HKATa COOTEETCTBHA
IIpunoxenue: RS

CLmar v

AKTO pezyns'ra'rax aHayM3a COCTOAHMS npoﬁgﬁé’ﬁ’éﬁlﬁ Ne'01605/24 o1 10.12.2024

NPOTOKOJB! ienbrranmuit, a!‘n}! aHANHK3R COCTOAHHA NPON3BOACTRA M T.N.
PR Gueniii e eaie

Okenept O.I1. Poby

HHstanst, Gasima

C akTOM 03HaKOMJICH

I‘eaepé:mnbn‘i JHUPEKTOP Kormus E.W.
OBLLECTBO C OTPAHHYEHHOH ssianst, hasiana
* OTBETCTBEHHOCTBIO

*"NEHPHKO UHTEPHE

o



_OPT'AH IO CEPTHOUKALIMH
: 00O "BUK"

st 0t POMIC HAKMCHOBAMKC OFFAHE RO CoPTRHKBLIM
105064, Poccus, r. Mocksa, nep. Kazenusiit B., oM 8 crpoenne 1, oduc 111, Ten. +7
R 9812538715;
+¢-e-mail: info@bik-sert.ru  OI'PH: 1227700126477,
topsstecxill i GaxTHeekitl arpes, renedos, Gaxt, aapec ackTROMICR HOT

AKT O PE3YJIETATAX AHAJIA3A COCTOSHISA IIPOU3BOJCTBA
REPORT OF PRODUCTION AUDIT (INSPECTION)

10.12.2024" M 01695/24

Usrorosurens / Company: Dentaid S.L

MecTonaxoxuerue/ Address: MecTo HaxoxaeHus (apec lopradeckoro auua): Henanus, Ronda de Can Fatjo 10, 08290
Cerdanyola del Valles, Barcelona, TJIOHACC: 41.485144°,2.123665°

Tenedow / Phone number:

ITpeANpUATHA-KITOTOBHTENH, AAPECA MECT OCYLIECTRICHNA ACATENbHOCTH 1O HITOTORMNEHIIO Npoaykuuy / Manufacturing
site(s) of the company: Hcnanns, Ronda de Can Fatjo 10, 08290 Cerdanyola del Valles, Barcelona, ITIOHACC: 41.485144°,
2.123665°

1. LIEJIb AHAJIM3A - ycraHOBNEHHME HAMMIUA HEOGXOAMMEBIX ycnosuit s obecneueHuns CTaGWIBHOCTH NPOLECCOB
NPOM3BOACTBA H /I 06ECMEeYEHNA COOTBETCTBHA H3TOTaBIMBAEMON MPOAYKIKH TPEGOBAHHAM TEXHHIECKHX PErIaMEHTOB
TaMOKEeHHOro CO3a. EEE PR [ A A 1 N R R

1. PURPOSE OF ANALYSIS - checking the stability of production processes and ensure compliance of the manufactured
products.with the technical regulations of the Customs Union.

2. OCHOBAHME / AUTHORIZING DOCUMENT - pelerue 1o 3afBke Ha cepTHUKaLyio (resolution on application for |

.

certification) Ne 00113C/TPTC/P ot 09.12.2024 1. ¢ {1375 £

3. BPEMJA [TPOBEZEHUS / ANALYSIS PERIOD =10.122024 r, ¢+

4 9KCITEPTBI, IPOBOAMBIIUE AHAJIU3: O.I1. Po6y
G

5. MPOAYKIIAA / PRODUCTS: IIprGopst 'anexrpﬁtfé'cxue GErroborb Hasiaserns CaHUTapHO-rUrHeHHuecKue: 3y6Hsie
IeTKy, Toproso# Mapxu «<DENTAID»: VITIS Sonic S20, apruxyn 32136 u VITIS Sonic 810, aptukyn 32134

6. BA3A AHAJIM3A - anaiu3s NpoBOAWICA B COOTBETCTBHM C TpeOOBAHHAMH THNOBOH nporpamMmbl paGoT No aHanM3y
COCTOSIHHSA NPON3BOICTRA. e ey

6. ANALYSIS BASIS - the analysis was carried out ‘ih'c;)h;plfahéé with the requirements of the Typical Production Analysis
Plan. o

7. PE3YJIbTATBI TPOBEPKHM / CHECK RESULTS:-»'* 1" -

| TpembABNEHHL KOMIVICKT JOKYMEHTOB MPK NPOBepke MPOM3BOACTEA npeAnpuATHA(H)-uaroTosuTeNA(ell) yAOBNETBOPAET |
TpeGOBaHMAM BHIMYCKAa NPOXYKUMH, cooTBeTcTRylomelt TexamaeckuyM pernamMentam TC u obecrieuusaer ee crabuasHoe
kagecTBo. [Tepevens 06LEKTOB NPOBEPKH COCTORHMS NPOH3BOACTBA CePTURHIMPYEMOlt IPOLYKLIMH ¥ €¢ PESYJILTATH — B
Orserte(ax) o npoBepke NPou3BOACTEa npeanpuaTHA(it)-n3rorosuteni(el) «Dentaid S.L.»

The presented set of documents during factory inspection meets the requirements for launching of products complying with
the applicable technical regulations of the Customs Union and ensure its consistent quality. The list of objects checked to
evaluate the suitability of the existing production conditions for manufacturing of the products undergoing certification and
check results according to the Factory inspection report(s) from Manufacturing site(s) « Dentaid S.L.»

OTYET O IIPOBEPKE ITPOM3BOJCTBA
FACTORY INSPECTION REPORT

.
e g T oAty

Pl el

P TOTBIN O s
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DY RAPS LA U U o N

TIpeANpHSATHE-HITOTOBHTE/Ib, SAPECA MECTA OCYLECTR/ICHHS ALSTEILHOCTH N10 H3TOTOB/ICHHIO NPOAYyKUHY /
Manufacturing site of the company: " Dentaid S.L."; adpec Mecmo axodsicdenus (adpec 10puduseckozo nuya):
Hecnanus, Ronda de Can Fatjo 10, 08290 Cerdanyola del Valles, Barcelona, ITIOHACC: 41.485144°, 2.123665 °
. MMPOAYKLAA / PRODUCTS: ITpu6ops! anekTpudeckue GLITOBOro Ha3HaYeHMs CAHHTAPHO-TUTHEHHHeCKHe: 3yGHbIe
meTxw, Toprosoli Mapku «DENTAID»: VITIS Sonic 520, apruxyn 32136 u VITIS Sonic S10, aptukyn 32134
""Tenedon / Phone number:

.| IpoBepka nposeaena (Tlposepsiomuil or;-rjau)/
Inspection carried out by (Inspection Body):

OPT'AH ITO CEPTUOHKALINH

000 “BHK"

per. Ne RA.RU.11HE70

105064, POCCHA, I Mockea, nep Kasennuiit B., oM
8 ctpoenne 1, oduc 111, Ten. +7 9812538715;
e-mail: info@bik-sert.ru

CERTIFICATION BODY
LLC «BIK»
Registration Ne RA.RU.11HE70

IMpumeuanne:
a) ITo xaKxaoMy BONPOCY OTBETHTE «AAN HIH CHETM. --..

Ecan uKcnekTop cuuTaeT, 4ro Kakoi-mi6o Bonpoc He CNCAYET YIHTHIBATh
(e npuMeHmM), Heo6XOANMO YKa3aTh «nA/ HE NPHMEHHMO) K YKa3aTh
NIpHMUHY. .

6) Bee oTBETH! "HET” HEOGXOAUMO MOACHHTD B MPHIOKEHAH(SX):.
WndopmaumonHas crpannua wHcnekropa / Onexxa MHCMEKTOpS
Hecoorsercraus

Note:

a) For each question tick “yes” or “no” as appropriate.
If a question is considered to be not applicable, use
«nA».

b) All “no” answers require explanation on the
attachment page(s): Inspector's Informative sheet /
Inspector's Evaluation - Findings

NABa GO R
Llesnis npoBeReHHs aHAIHIA npousBoAcTBY/ 'Y s | AHBNH3 COCTOARKA MPOU3BOACTBA B pamkax
Purpose of the factory inspection SR cepriduxauuy Ha cooTseTcTBUe TexHHIecKnM
AL LR Pernamenram Tamosxensoro Cotosa.
Analysis of production within the framework of
o certification for compliance with technical
REATIIRRS) regulations of the Customs Union.

PN Jy'j:

1 Hndpacrpykrypa/
Infrastructure

1.1 | Hanuune HeoGXOAMMBIX 3n€MEHTOB HHMPACTPYKTYDE,
o6ecneYMBaIOmMYX BLINONHEHHE B MPOHECCE IPOU3BOACTBA
o6s3aTe/LHEIX Tpe6oBaHuil k H3roTOBMAEMON NPOAYKIMHU:
IU1aH TEpPUTOPHH, IUIAHUPOBKA LIEXOB, CXeMa PasMEICHHA
o6opyROBaHNA, CXeMa NepeMellleHHA H3roTaBnmBaemol

NPOAYKIAK H T.A. o

Availability of the necessary infrastructure elements,
providing performance in the manufacturing process of
mandatory requirements for manufactured products: site
plan, planning departments, layout of equipment, the
movement pattern of the manufactured products, etc.

+ a/ Yes
o Her/No
o He npuvennmo / nA

2 Personnel/ .

Ylepcounan - el
2.1 | Ipuxa3 o Ha3HAYECHUH OTBETCTBEHHOrO 38 Ka9JeCTBO + Nla/ Yes

BHITYyCKAEMO MpORYKLIH o Her/No

Order appointing responsible for the quality of its products o He npinennvo / nA
2.2 | INpuxas o Ha3sHAYCHHH OTBETCTBEHHOTO MO METPONOrHY + Ja/ Yes

- . o Her/No

Order appointing responsible for Metrology o He npamennmo / nA

2.3 | Yiaxure GaMHIHHE 1 AOIDKHOCTH JIHI, C KOTOPLIMU GEUIK

TIpOBEACHEI cobecenoBarusa

EREY S LIV o

Crpanuua 2 v 8




ool ey

Record the names and positions of the main péople
involved in the inspection

Tokymenrauus /
Documentation

3.1

Ecnu u3roToBUTENL HMEET CHCTEMY KadeCTBa,
cepTHOUUMPOBAHHYIO AKKPEANTOBAHHEIM OpraHoM, T0
YKa)XuTe CTAHAAPT, HasBanue Opraxa no cep‘mdmxauun u
HaTy oKoH4aHuA AeficTBus cepTUdHKaTa.

If the manufacturer has a Quality System certified by an
accredited Body, provide details of QMS standard, name
of certification body and certificate expiry date.

+ Ha/Yes
o Her/No
o He npumenumo / DA

32

Hmeercsa nu HopMaTHBHAA noxyuetrraunﬂ 1O cHCTeMe
Kauectsa (PyKOBOACTBO IO xaqemy)?

Is there normative documentation for the quahty system
(Quality Manual)?

+ da/Yes
o Her/No
0 He npumenmo / nA

33

HMeerca nu TexHH4ecKkas JOKyMEHTalua Ha
cepTHUIMPYEMYIO NPOAYKIMIO (RACIOPTa, HHCTPYKLHH
M PYKOBOACTBA M0 3KCILTYaTaLliH, pacieT PHCkoB,
pacueTs! Ha MPOYHOCTH)? .

Is there a technical documentation of the certified products
(passports, instructions and manuals; the calculation of
risks, strength calculations)?

+ Ja/ Yes
o Her/No
o He npumenumo / nA

34

WMeeTcs JI KOHCTPYKTOpCKas KOKYMEHTAIHS
(cGopounste uepTexy, JeprexH Aeranelt, o6mero Buxa,
uepTéx-cxeMa, cneumnxaimu)?

Is there a the design docmnentatlon
(assembly drawings, detall drawmgs, drawmg dlagrams,
specifications)? S ke,

+ a/ Yes
o Her/No
o He npumenumo / nA

3.5

HIMEIOT 1 COTPYNHUKY Ha pabouem MeCTe akTyailbHyio
TEXHITIECKYIO IOKYMEHTALIIO (MECTPYKLUAH 1o cGopke K
KOHTpOJTIO KadecTsa NPOAyKuyH, boTorpaduy, qepremu
wu o6pasie! Beex Aetanelf), KOTOpLIE BIMAOT Ha '
Ge3onacHoCTs KOHEUHON npozwxlmn?

Do workers have readily available up-to-date documents,
assembly and test instructions, photographs, drawings or
samples on all those parts which have an impact on the
safety of the finished products? S

+Oa/Yes
o Her/No
o He npumennmo / nA

OGopynosanue (cpeacrsa rexuongmf;epxoro, N
OCHAIEeRus)/ '
Tools and Technological equipment ,

4.1

HMeroTca 4 B HATMYHE CPEACTBA T -rexﬂonormecxoro
OCHAIEHMA ¥ YC/IOBHA V1A NONEPKAHNA UX B
paboTocnoco6HOM COCTOSHHU?

Does the factory has a necessary tools/technologncal
equipment and the conditions for maintaining them in
operational condition?

+ a/ Yes
o Her/No
o He npumennmo / nA

Texunueckoe ocGeay:xusanne v pemou'r cpeacTs
TeXHOJOrHYecKoro oCHaIeHus/

Maintenance and repair of tools and technologlcal
equ.pment caedh L T T

5.1

HMeroTcst 1 B Hanuue rpaduky peMOHTR M
o6CITyXKHBaHUA CPEXCTB -rexnonomqecxoro ocuameam?

.-x

+ Oal/Yes
o Her/No
o He npumenymo / nA

g A

Crpannua3 13 8
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Does the factory has schedules of maintenance and repair-
plans of technological equipment?

Cpencrsa nimepenns /
Measuring Equipment

Kanu6posika HCNLITATEILHOrO0 H H3MEPUTENLHOrO
oBopyroBanus /
Calibration of Safety Test and Measuring Equipment

6.1 | FiMeloTcs iu nuchMeHHEIe MHCTPYKIMA A nposenenus | + Ja/ Yes
KOHTPOJIA NPaBIILHOCTH ()YHKUMOHHPOBAHHS a Her/No
H3MEPHTE/IBHOTO W HCILITaTeNbHOr0 060pYA0BaHMA? o He npumenumo / nA
Is there a documented procedure for the functional checks?
6.2 | UMerorca 1M muChbMEHHEIE HHCTPYKUMH, B KOTOPRIX + Jla/ Yes
ONHCaHbI AeRCTBUA, KOTOPLIE NpeANpHHHMAIOTCA NTpH o Her/No )
oBHapy>eHUH HeMPaBWILHBIX NOKA3aHMH o He npumenumo / nA
WCILITATE/LHOMO # WIMEPHTENLHOTO oﬁopynonam"
Is there a documented procedure descrlbmg actions to be
taken if a functional check is found to be unsatisfactory?
6.3 | OtkanubpoBaHO (MOBEPEHO) I HCHBITATENIBHOE # + a/ Yes
H3MepHTeNnbHOe 06opyaoBaHKe? o Her/No
Is test and measuring equipment callbmted? o 0 He npumetiio /nA
64 | Ects nu Ha 060pyAOBaHNY STHKETKH WK Apyrue otmetkn | + a/ Yes
0 aate cnexyiomelt kannGpoBky (ToBEPKH)? o Her/No
Is the equipment provided with a label or similar method O He npuuenuno /nA
indicating the next “calibration due” date? =
6.5 | HMmeloTcsa nu mpoToKoNK! OBEPKH (KanHOPOBKH) +Na/ Yes
o Her/No

KOHTPO/BHOIO ¥ #3MEPHTENEHOMO osopynoaanm?
Records of calibration of test and measunng equipment.

o He npumenumo / nA

Bxoauoit kKoHTpONL /. L G e
Incoming Inspection

7.1

OcCyImecTRISETCA JIK H3rOTOBUTENEM KOHTPOJIB . ...
MaTepHanoB, KOMIIOHEHTOB 1 Y3/I0B, KOTOPEIE BIHAIOT Ha
KauecTBO KOHETHOTO H3/eTHA, Ha COOTBETCTBHA
Tpe6oBaHNAM, BKILIOYa] nozrmepmxenue 3naka
"cmm e TR ARG L A

Are materials, components and sub-assemblles, which
have a safety implication on the finished product, verified
by the manufacturer as complying with appropriate
specification?

+HMa/Yes
a Her/No
o He npumennmo / nA

72

Eclli M3roTOBHTEb NONIaraeTcs Ha CepTUHKATH
COOTBETCTBYA, FAPaHTHPOBAHO JIH, 4TO OHH YETKO
AICHTHOUUMPYIOT NOCTABNIAEMYIO NPOAYKILHIO, €€ -
KONHYECTBO, TEXHWIECKH YCJIOBHA, KOTOPBIM
COOTBETCTBYET NMPOAYKLIMS, ATy HITOTORICHHA 1
NOAMKCAHL! (WM MocTanieHa neqa'm) JIM OHY JALAMH,
YTIOJIHOMOYEHHBIMK noc'ranmmcom‘l

If the manufacturer relies on Certiﬁcates of Conformnty,
do they clearly identify the product, quantity of items
covered, the specification to which:the products conform,
the production date and are they signed or stamped by a
person authorized by the supplier?

+ Ia/ Yes
o Her/ No,
0 He npumennmo / nA

73

HMmeercs i npoueAypa 4eTKoH unemad)mwm wanu
OTAENBHONO CKIANUPOBAHMA necoome'rmyxomnx

+Ma/Yes
o Her/No

MY
L TTO iskeeie

.3 3-‘~rmb &g wnie
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(HekayeCTBEHHBIX) BXOAHBIX KOMILIEKTYIOIMX C LIEABIO -
NpeROTBpAINEHNUA ee Hepa3pemeHHOro HCTIONE30BAHHA?

Are non-conforming incoming components clearly
identified and/or segregated to prevent unauthorized use?

.0 He nprmerumo / nA

7.4

HmeeTcs 1 poxyMeHTaws (MPOTOKOME, CEPTUDHKATEI)
10 BXOJXHOMY KOHTpOMO?

Incoming inspection records.

+ Ha/ Yes
o Her/No
0 He npumennmo / nA

IIpuemo4HBIH K NPOMEKYTOUHBIH KOHTPONL . -
(KoHTpO/b B NpoLEcce NPONIBOACTBA); NPHEMOUHbIE ¥
nepHoauuecKHe HCABITAHNS

Routine On-Line Tests (Production Line Inspection);
Product Verification Tests (PV'I') and period(c
sampling tests :

8.1 | Mmeercs iu 3a0KyMEHTHpOBAHHAs pppi;éwpa, +a/Yes
rapaHTUpYIOmas, YTO BCA MPOAYKIMA HeNEITRIBaeTca wik | O Her/No
npoBepseTca B COOTBETCTBUH C TPeGOBAHHAMHU 0 He npumenuMo / nA
M3TOTOBHTENA? )

Is there a documented procedure to ensure that all products
will be tested or inspected according to the manufacturer's
requirements? . ,

8.2 | MMeercs nu npoueaypa YeTkoH MACHTHAKALMY wiK +Ja/Yes
OTAENBHOrO CKIAAUPOBAHMA HECOOTBETCTBYIOMIEH o Her/No
(uexauecTBeHHOM) NPOAYKIMH C HENBIO npenonpamexm 0 He npumennmo / nA
ee HepajpemeHHOro HCMOAB30BAHNA?

Are non-conforming products clearly identified or - -,
segregated to prevent unauthorized use?

8.3 | IlpocnexuBaeTca Au TeHAEHLMA pe3ynsTaroB kontponsa ¥ | + Jla/ Yes
HCTIbITAHMI Y HOBOANTCA JIK OHA JI0 CBEACHUA o Her/No
pyKoBofHTeNel MPOKIBOACTEE H npennpnma? o He npuvenumo / nA
Are trends of test results monitored and reported to the '
production and management authogsief"’.?u'c A I

8.4 | IlepenposepaoTcs K OTPEMOHTHPOBAHHEIE H - + Ma/ Yes
nopaGoTaHHEIe M3IENHs B COOTBETCTBHH € o Her/No
JOKYMEHTHpOBaHHEIMHI npouenypamn? o 0 He npumerumo / nA
Are repaired and reworked products’ re-inspected in
accordance with documented procedures? -

8.5 | IIpOTOKONEI OmepalHOHHOrO (TPKeEMO~C/IaTOTHOTO) + HMa/ Yes
KOHTpOJ11 BEXYTCA ¥ OTBEHAIOT ymnonnemm o Her/No
TpeGoBanuaM? R O 0 He npumenumo / nA
Are the Test records of the routine (On-Line) tests and
final tests maintained and satlsfactory? E-

8.6 | IMpoBogmaTrca Jin HEOOGXOMMEIE NPHEMOIHEIC H + Ja/ Yes
nepuomeckye ucrusranua? Ommmute B IMCTE 0 Her/No
IOAHHBIX OB HCITBITAHMSIX Kkakue KOHKpETHO 0 He npumenumo / nA
HCTILITaHMA ¥ ¢ KaKoii nepuonmuoc-mo TPOBORATCA.

Are required Product Verification Tests (PVT) and
periodic sampling tests conducted? Describe which tests -
are conducted and at what sampling rate on the TEST
DATA SHEET.

8.7 | Mmeercs nu HeoOxommMOE HCIILITATENILHECE - + a/ Yes
o6opynoBanne? b o Her/No

o He npumeHumo / nA
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Is appropriate equipment requu'ed for conductmg tests
available? :

8.8 | ITpoBoaATCA 1Y HCNLITAHUA B COOTBETCTBHY C + HMa/Yes
ROKYMEHTHPOBaHHBIMH NPOLERYPaMU? o Her/No-
Are the tests conducted in accordance wnth documented 0 He npumennmo / nA
procedures? oo

8.9 | HMmeercs au NOKyMEHTHPOBAHHAS npouenypa, Bxotopoii |+ Ma/Yes
OmKMcaHo, Kaxue aelicTeus Heo6xoauMo npeaAnpuHUMate, | O Her/No
€CJTH IIPH MMPOBEACHUH NPHEMOYHEIX H MEPHOAUYECKIX o He nprmenumo / nA
MCTIEIT2HHH YCTAHAB/HBAIOTCA HECOOTBETCTBHSA? ’
Is there a documented procedure describing actions to be
taken if PVT are found to be unsatisfactory? -

8.10 | ITpoTOKONB! MPHEMOTHEIX U NEPHONMIECKHX HCTHTatmi | + Jla/ Yes
HPOAYKLMHM BEXYTCH H OTBEYAIOT ycmonnemmu o Her/No
TpeGoBaHHAM Mpou3BOAMTENMA? . o He npumerumo / nA
Are the Test records of product veriﬁmtion’ tests - - )
maintained and satisfactory?

9 Mapkuposka/
Marking

9.1 | CooTBeTCTBHE MAPKMPOBKH FOTOBOH IPOMYKIMH . + Ma/ Yes
TpeGoBaHuaM HOpMATHBHOIM noxyuema!mu: ' o Her/No
- COCTaB MapKHPOBKHY; o He npnmenumo / nA
- cnocof H Ka9ecTBo e uauecem Ha NPOAYKLMIO K
NOTpe6UTENLCKYIO Tapy. s
Are the finished products marked according to the
regulations and specifications:
- content of marking,
- method and quality of its afﬁxatxon on the products and

packaging. L e e i
WU Vs
10 Pexstamanysu or no'rpeﬁme.new

Customer Complaints At «14 oy

10.1 { Beamercs nu perucTpalms pexnamamm norpeSureneit? + Ja/ Yes

.ot o Her/No

Are records kept of customer complaints?: - 0 He npumenumo / nA

10.2 | PerucTpupyIOTCA T4 MUCEMEHHO xoppexcmpylonme + Oa/Yes

Ae#cTeua o pexmamauuAM? ¢ ¢ o Her/No

. A
Are corrective actions regardmg customer complaints 0 He npumerto /0
recorded?

10.3 | IIpoBoOAMT JIX U3rOTOBHUTENb aHa3 pexnamamm + a/ Yes
norpeGurenet? RRLELALE o Her/No

‘ A
Does the manufacturer review customer complamts? F' He "pme“_mo /n
11 Yenosus xpanenus/
Storage conditions

11.1 | VmetoTca u AOKYMEHTHPOBAHHEIE TPOLEAYPE! MO + Ja/ Yes

obpameHIIo ¢ ReCoOTBETCTBYIOMEH OpORYKLMEH? o Her/No

SIRNAIOTCA JIN 3TH NPOMEAYPHL ynoanmopumwumu no
conepxaHmo 1 GopMme ux ocymemnem?

Is there a documented procedure covering the way to
handle non-conformmg products? Is the procedure and the
way in which it is applied satisfactory?

o He rnpumenumo / nA

TN

o

o e
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BeiBoa:
Conclusion:
HecooTBeTcTBHA OTCYTCTBYIOT. AHaJTH3 NPON3BOACTBA NOKA3AN BOIMUMHOCTL obecrienBaTh
. ) cTabuabLukll BRINycK cepTHUUIPYemoro o6opyaosanns. .
No unsatisfactory findings. Production analys:sy showgd lhg abll?g' to provldclzlysmbh. release of \%
certified equipment.
EcTb He3HaYHTENbHbIE . | KoppexTupyiouute meponpustist GyayT nposepeint npi
HECOOTBETCTBUA. " | mocneaylomedt nposepKe NPoON3BOACTBA, ANANII TPON3BOACTRA
. . . MOKA3AA BO3MOKHOCTL 06ecnednBaTs cTaGIALILIT BLINYCK
Minor unsatisfactory finding(s). cepTHduupyemoro oGopyronamist. O
* Manufacturer's corrective action(s) will be checked at next visit.
Production analysis showed the ability to provide a stable release of
| certified-equipment.
3HAYMTE/NbHEIC HECOOTRETCTBHA, | FI3TOTOBNTENDb A0JICH IOATBEPANTL BLINOJHCHMUE
KOTOpbI€ HEMOCPEACTREHHO He | xoppexTHpylomix MeponpusiThit, Yerpaueune Heco0TRETCTBIT
BIIMAIOT Ha Ge30NacHOCThb PEKOMEHAYETCH NPOKONTPOJHPOBATE JIONOJAHNT b0
npoBepKoil.
MPOLYKLMH. _-.] Manufacturer shall confirm corrcctive action(s). Grant or continuc O
Major unsatisfactory finding(s), certification. Special or early routine inspection recommended for
safety not directly affected. - | checking corrective action(s).
3HAUMTENILHEIE HECOOTBETCTBUSA, .| CePTHOHKAT He BLIAACTCS HAL aUNYHPYCTCH,
KOTOpPbl€ HENOCPEACTBEHHO BIHMOT Hosas npoBepica i OLEHKA NPOU3BOACTBA [IPOBOANTCS JT0C/¢
Ha 6e30NacHOCTb NPOAYKUHH. NOATBEPHACHHST HIFOTOBUTEACM NPOBCACHHS KOPPCKTHPYIONUIX
meponpusTiii. O
Critical unsatisfactory finding | Certification refused/suspended and repeated factory inspection
safety directly affected. recommended after the manufacturer has confirmed implementation
of corrective action(s).
Additions: N
Mpunsosxkenns (IpH HANHUIN): o
Pycckas pesakuus v
o English edition a

Or opraHa no cepTHpUKaLHH

Inspector from the certification body O.I1. Poby

sy, dasuuna/ full name

i ”«. .

’ .\'L:‘.\i; o \\ LAt
C akToM O03HaKOMIICH
Familiarized with Report
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