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deknapauusa o

cooTBeTCTBMUU

JeknapupoBaHue NPouU3BOANTCA NO OOAHOU U3 CXeM, NPUBeOEeHHbIX B
nyHkTe 1 ctaTbu 24 3akoHa Ne184-P3.

& v

CODCTBEHHbIX
AoKasaTenbCTB,
[0Ka3aTesibCTB, NOSTyYeHHbIX
C y4YacTnem opraHa no
cepTtucumkauum n
(nnn) akkpeanToBaHHON

Ha OCHOBaHUN
COOCTBEHHbIX
[0Ka3aTeNnbCTB;



EonHbIN nepeveHb Npoaykunu, noanexatien obssarenibHoMy AeKnapupoBaHUIO

0130 Boaa, nen, xonoAa

8920 Opexna mexoBas U OBYNHHO-LLYOHas BEpXHASA

9110 [Tpooykuma caxapHom u xnedornekapHom
NPOMBbILLNEHHOCTU

9144 Cpeacrtea MoKOLLME Ha XXUPOBOU OCHOBE

0155 OpeKornoHbl U BOAbI AYLWNCTLIE N TyarneTHbIe

9163 KoHcepBbI NogoBble N AroaHbIe

9170 [MpoayKkuma BUHoOens4eCcKon NPOMbILLIIEHHOCTH

9294 Kpyna

0350 ButamuHbl, KObepMeHTbl, epPMEHTbI, aMUHOKUCIIOTHI,
opraHonpenapartbl (3HOOKPUHHbLIE Npenapartbl)

9437 Habopbl MeagnLUnHCKME




TUMbI ABRmANALMNA

U

N

KapauHanbHOro otnnyms Mexxay HUMm Het. PasBe 4To, crnegyeT obpaTtuTb BHUMaHWE Ha HOPMaTUBHbIN
AOKYMEHT, TpeboBaHNeEM KOTOPOro SIBMSIETCA NpoBepkKa NpoayKUUK B UCMbITaTeNbHbIX NabopaTopusx.
HaHHbin gokymeHT B cucteme FOCT P ochopmnsieTcs ¢ yuetom HopmatmeoB onpegeneHHoro NOCTa.
Be3onacHocTb 06bekTa BceM TpeboBaHMAM NPOBEPSIETCS NpU peErmcTpaunmn geknapaumm CooTBETCTBUSA

TEXHUYECKOMY perfiamMmeHTy.

v
_«AcKnapawm npopasuay.

Aexknapaumm Ha nodyo NapTuio NPOAYKLUMN,
noywen rno KOHTPakTy B Te4eHne BCero cpoka ero
AEeNCTBUA, TaK Kak CPOK AeNCTBUSA AeKnapaumn o
COOTBETCTBUM YCTaHABNMUBAETCHA TaKNM Xe;
aeknapaumm odopMnsaTcsa npogasuamMu,
3aperMcTpupoBaHHbLIMU Ha TEPPUTOPUN
Poccuinckon ®enepaunmn B BUae HOpUANYECKOro
nuua nnuv nHgMBMayanbLHoro npeanpuHuMaTens,
Ha OCHOBAHUWN CODOCTBEHHbIX AOKa3aTENbLCTB UNu
NPOTOKOSI0B UCMbITAHUW NPOAYKLUNN B
aKKkpeauToBaHHbIX NabopaTopusix;

v
__«AoKnapaL wroToBATenS)

Aeknapaumm Ha CepPUMNHO BbINMYCKaeMyo B TeHEHNE
Cpoka OeNCTBUS Aeknapauum o COOTBETCTBUM
npoayKuunto, opopmnsiemMble 0OTEYECTBEHHLIMN
N3roTOBUTENSIMU U NPeacTaBUTENAMM
3apyObeXHbIX N3roToBUTENEMN,
3apernMcTpupoBaHHbLIMU Ha TEPPUTOPUN
Poccuinckon ®enepaunmn B BUae HpUANYECKOro
nuua nnu nHaMBMayanbLHoro npeanpuHuMaTens,
Ha OCHOBAHUWN CODOCTBEHHbIX AOKa3aTENbLCTB UNu
NPOTOKOSI0B UCMbITAHUW NPOAYKLUNN B
aKKkpeauToBaHHbIX NabopaTopusix.




)0 e, OTAABIIAG B AEKMALALINO COOTBETCTRM

HanMeHoBaHMe N agpec Npon3BoANTENA,

HanmeHoBaHue HopmaTtuBHoro gokymeHta (FOCT), Ha cooTBeTCcTBUE
TpeboBaHMSM KOTOPOro NoATBEPXAaeTCHA NPoaYyKUUS;

HOMep NpoTokona nabopaTopHbIX UCMbITAHWI;

rdt

CPOK JeNCTBUA AeknapaLmm COOTBETCTBUS. !
_— ~,




MepeyeHb OOKYMEHTOB HEOOXO0AMMbIX AN odhopmMIeHuns
neknapauuu NOCT P:

1) kog TH B3O TC ToBapa;

2) onucaHune n obnactb npuMeHeHns (bpolutopa, Kkatanor);

3) TEXHMYECKAs XapaKTeEPUCTUKA;

4) pyKoBOACTBO MO 9KCnnyaTaumm,

5) konua ceptudukaTta coorsetcTeus Ha CMK;

6) obpasubl npoaykuum (Npm HEOBXOANMOCTN);

7) konuna ceng. MHH/KTIM, OI'PH, OKT10, aHkeTa opraHusaunu nnu UIT;

8) Konnsa KoHTpakTa u/mnn nHeounca (Npuv KOHTPaKTHOW NOCTaBkKe).



[leknapauuno 0 COOTBETCTBUN
BripaBe NpPMHUMaTb TOSTbKO
POCCUNCKMNE N3TOTOBUTENN UMK
NOCTaBLUNKK, a TaKkKe
3aperncTpupoBaHHble B
KadecTBe pnanvecknx nuu, B
Poccuinckon ®epgepaumm
opraHusauuu, npeacrasnsoLwme
NHTEpPeCbl COOTBETCTBYHOLLMX
MHOCTPaHHbIX N3roToBUTENEN
(mocTaBLLUKOB).



[eknapauua cooTBeTCTBUA NpoAayKuumn ochopmnseTcs
corfacHo cneayrliemMy arropuTtmy:

— oOpalleHue B LeHTp cepTudmKaLumm ¢ xenaHuem nponuTu npoLecc
AeKnapupoBaHus; ‘

— npenocTaBfieHMe B LeHTP cepTudurkaumm Hy>XHou nHdopmaumm u
AOKYMEHTOB,; ‘

— npepocTaBrieHMe B LLeHTP cepTudurkaumm oopasLoB
AeKnapupyemoro ToBapa; ‘

— npoBeAeHue 3KCNepTU3bl AeKnapupyemMon npoayKumu;

4

— nony4eHue opopMIIEHHOIrO AOKYMEHTA.



A0CTOUHCTEQ DERNAfalui 0 COOTBETCBIN

NoBbILLEeHNEe obLLero YPOBHA Ka4eCTBa rnpoaykunnm m rnpeoctaBiideMblX
YCJ1YyI Ha PbIHKE CTpPaHHhI,

co3faHue yCrnoBun Ond pasBuUTUA 300POBON KOHKYPEHLMN MexXay
KOMMaHUAMWN Ha PbIHKE;

POCT 0OBbEMOB NPoAaX AeKNnapupoBaHHOW NPOAYKLWMN.
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EC Declaration Of Conformity

This certifies that the foliowing designated product

Product: Love Moon Anion Sanitary Napkin
(Day, Ovemight, Panty Liner)

ModeVType: 10 Pads, 8 Pads, 30 Pads

- Manufacturer: THE HONG KONG WINALITE GROUP LIMITED

Complies with the essential protection requirements of Medica! Devicas Directive 93/42EEC
on the approximation of the laws of the Member States relating to Medical Devices Diroctive
This declaration applies to all specimens manufactured in accordance with the attached
manufacturing drawings which form part of this declaration. Assessment of compliance of the
product with the requirements relating to the MDD was based on the following standards:

BS EN 550-1995 /BS EN 556-1: 2001
EN ISO 9073-4/-6/-8/-12/-13:2004
EN ISO 12625-1/-4/-5/-8:2005

This product complios with the safety reguiation of the EU directive
Medical Devices Directive 93/42/EEC
and amongst others the European harmonized standards

NEN-EN ISO 9001:2002
NEN-EN ISO 13485:2003

This declaration is the responsibility of the manufacturer/importer

THE HONG KONG WINALITE GROUP LIMITED

606, 6/F, Ginza Plaza, Sai Yeung Choi Street,

Mongkok, Kowloon, H.K.
: E 528 Stinoas,

JO;O?M
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CEPTU®UKAT
COOTBETCTBUA



CepTtudpmkat cooTBEeTCTBUA —
OOKYMEHT, yAOCTOBEPAOLLNN
COOTBETCTBUE OOBbEKTA

Tpe6OBaHI/IFIM TEXHUHECKUNX
pernameHToB, NMNoNoxXeHnam
CTaHOapTOoB, CBOAOB MpaBuil U1
yCcIlioBnAM OOIroBOPOB.




CUCTEMA CEPTUO®UKAILINHU IrOCT P
TOCCTAHAAPT POCCHH

CEPTU®UKAT COOTBETCTBUS

Ne POCC RU.AM08.B00254

Cpok pefictanst ¢ 27.07.2009 no  26.07.2011
7740013

OPTAH IO CEPTMOHMKALIMHM Ne POCC RU.0001 11AM09 ot 14. 02 2007

OPFAH N0 CEPTUOMKALMIA NPOAYKUWK «POCCEPTUGUKALIMA MHOW
HEKOWE;‘)JGEOCKW OPFAHU3ALINM « ME)KPEI'MONAM:HNﬂ LLEHTP KAHECTBA B CTPOUTENLCTBES

Poccus, 24 Kanywcxo#t o6n., yn. MioGoro, a.
Tuuou: +7 (684 6»85-82 5-75-65, 5-74-09, 6-96-29, 8-38-79 (495) 644-11-53, 739-89-09
www stroyinf.ru; E mck@stroyinf ru
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CHUCTEMA CEPTUOHUKAILIUU TOCT P
TOCCTAHAAPT POCCHUH

CEPTU®UKAT COOTBETCTBUS
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Cpoxk peiicrans ¢ 27.07.2009 no 26072012
0875865
OPTAH TIO CEPTH® Ne POCC RU.0001.11AMO09 ot 14.02. 2007
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B cepTudunkarte coorsetcTtBuUa U AeKnapauum o
COOTBETCTBUU YKa3bIBalOTCA crieayrouime
cBeaeHus:

e [lpooyKumna

e Ee koabl no OKIM v TH B3/ (ecan npoayKkuma numnopTtHasn)

e /I3rotoBuTe b npoaykummnc ero agpecom

e 3aaBuTtenb ( opraHmnsauma (Poccminckaa nnm 3apyberkHas), KOTOPOW BblaaH
cepTudUKaT COOTBETCTBUA U AEKNapaLmsa O COOTBETCTBUM) C a4pecom m
TenedboHoOMm

e KOHTPaKT/MHBOWMC Ha 3aKynKy NPOAyKUUK (ecnn 3aaBUTENb HE ABNSAETCA
N3roTOBUTENEM)

| ® HOMep MPOTOKO/1a VICI'IblTaHMVI/CaHVITapHO-3I'IM,CI,€MVIOﬂOI'W~I€CKOI'O 3aKJ/TOYEHUNA
(ECI'IVI OHM BbININ HEO6XO,D,VIMbI A1A BbIMNYCKa CepTMd)MKaTa CoOOTBETCTBUNA U
AdeKnapauunn o COOTBETCTBMM)




Jtanbl NpoBeAeHus cepTudmnKaLmnm:

. NMogava geknapaunn-3aaBku Ha npoeegeHne cepTudnkaymn.
. Bbibop ucneitarensHon nabopatopumn nnn LEHTpa.

. OT60p 06pasuoB (Npod).

. [poBeneHne ncnbiTaHin (SKCNepTU3bl) NPOaYKLMN,

. AHann3 cocTtoaHnAa NPon3BoACTBa NPOAYKLUMUN.

. AHann3 nony4veHHbIX pe3ynsTaToB UCMbITAHWUMN.

. CepTndomkaumns nponssoacTea.

. OcbopmneHune, pernctpauma ceptmdumkaTa COOTBETCTBUA CUCTEMBI
kKadecTBa B [ocynapcTtBeHHbIN peecTp Cucrtemol ceptudumkauum FOCT P.
9. Bbligaya 3asButento ceptnudunkara CoOoTBETCTBUA HA CUCTEMY
KadecTBa.

10. OdbopmrnieHmne, peructpauns ceptudunkara CooTBETCTBUSA Ha
NPOAYKUMIO N BHECEHNE CEPTUPULMPOBAHHON NPOAYKLNN B
[ocynapcTBeHHbIN peecTtp Cuctemol ceptudpukaumm NOCT P.

11. Boligaya 3aaButento ceptmdomkara CoOOTBETCTBUS.

12. lNpoBeaeHne NMHCNEKLUMOHHOIO KOHTPOMS 3a CTabunbHOCTLIO
CepPTUPULMPOBAHHbLIX XapakKTeEPUCTUK (MapamMeTpPoB) NPOoaYKLNUN.

O~NO O, WN =

]
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CepTtudumkatbl COOTBETCTBUA (KaK

obdA3aTenbHble, Tak U
00OpPOBOSIbHLIE) BblAAKOTCA Ha

OCHOBaHWUWM NPOTOKOSIOB Cpok ohopmrieHus
NCNbITAHUW, KOTOPbIE NPOBOAAT CepTMdMKaToB
aKkKkpeauToBaHHbIe nabopartopuu, COOTBETCTBUS 1

N CaHUTAPHO- Aeknapauui o
ANUAEMUNOIIOTNYECKMNX COOTBETCTBUM
3aKK4YeHun (Ha rpynnesl TOBapoOB., NpoayKkuuu — ot 1-ro Ao
ToanexayX carTapro- | o
aNnUaEeMNONIOrM4ecKkom :
3|(C|'|ep'|'l/|3e)_ OT CXEMbl CEPTURUNKALINN

1 BUOA NPoL -




Ha ocHoBaHun noctaHoBneHus npasutenbcTBa Ne982 ot 1 gekabps
2009 roga loccTaHaapT pyKOBOACTBYETCHA CMMCKOM TOBapOB, KOTOPbIE

Ha TeppuTopumn Poccnm He MoryT BbITb U3rOTOBIEHLI U NPOAAHbI
6e3 cepTndmkarta CooTBETCTBUS.




oTnnuva AcRnanaunng cooTeCTCTEN A

o7 CENTNINEATA

deknapauna o CoOoTBeTCTBUU

Ceptudukar o cooTBeTCTBUMU

[MpoBoANTCA NO MHUUMATUBE N3FOTOBUTENS
(mocTaBLUWK, NCMONMHUTENDb)

PaboTbl No cepTudukaymm npoBoasTcH
OpraHom o cepTuunkaunm NPoayKLMn

(ycnyr)

NHdpopmaunsa npegocrasnsemas
notpebutento:

- CBEJEHUS O 3aperncTpmpoBaHHON
AeKnapauum Ha NpoayKumMn unuv B
TOBapPOCONPOBOANTENBHON LOKYMEHTaUWUN;

-MapKnpoBaHNe 3HAKOM COOTBETCTBUA

NHdpopmauns npegocrasnsemas
notpeburento:

- konus cepTudmKkaTa COOTBETCTBUS;

- cBeJeHnd o cemecpMKaTe COOTBETCTBUA B
TOBapOCOHpOBOﬂMTeﬂbHOﬁ OOKYMEHTauUunu,

- MapKMpoBaHMe 3HAaKOM COOTBETCTBUS C
yKasaHueMm Kofa opraHa rno ceptudukauum

yCTaHOBEeHHOro 6naHka He UMeEeT U
3arnosHseTcsa NPoOn3BoOANTENEM Ha NIUCTE
dopmarta A4

ncrnonb3ys GrnaHk ycTtaHoBEHHOro obpasua







