Alhivma A
JIEKTPOHHAR KONUA OOPMIIEHA LIEHTPOM UCHI

bITAHHI 0

CERTIFICATE



T- »x 9 ] é

"hina Council for the Promotion of International Trade

UE Bl

CERTIFICATE

233301A0/019379
No.

%

THIS IS TO CERTIFY THAT: the seal of HANGZHOU WESTLAKE
BIOMATERIAL CO.,LTD. on the wTtexeH DOCUMENT is genuine.

China Council £<J*RfePromotieit\*»
of blernaldetlaEn 6 ? ;A7

L1

V Ay f37) M I

Authorized
Zhang Shaoya

Signature:

BWr 20237097210
(Date: Sep. 21, 2023)

Website for verifying the certificate: http://www.rzccpit.com/validate.html

-\ \/
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



YTBEPXAAHKO
Hangzhou Westlake Biq
(XaHuxoy BecTneink
MeHepanbHbIN gnpe

«02» masa 2023 .

MHCTPYKLMUA MO MPUMEHEHMUIO
MELVWLUWHCKOIO U3AENWNS

Afre3mBbl OPTOAOHTUYECKNE ANA PUKCALUM OPTOLOHTUYECKUNX
6pekeToB B Habopax

Bepcua 001
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COOLEPXAHWE

MHCTpYKUMS Mo NnpuUMeHeHU0 AAresvBbl OPTOAOHTUYECKME AN UKcauum
OPTOAOHTUYECKMX BPEKETOB B Habopax, B BapuaHTax UCMONHEHNUS

AAre3nBbl OPTOLOHTUYECKME ANA  (ukKcaumm OpekeTOB CBETOBOrO
OTBEPIKAEHUA B HADOPAX cueiuiitirieriiiiriesieiesiesiesesieste et see e ssesteseesestesbeseesesbeseeneasesaeeesessennns o

WHCTPYKUMS MO NpUMeEHeHU0 AAresvBbl OPTOAOHTUYECKME AN uKcaumnm
OPTOLAOHTUYECKNX BpeKeToB B Habopax, B BapuaHTax UCMO/THEHNS

AAresvBbl OPTOAOHTUYECKUE ANA (PUKcaumm OpeKeTOB XUMWUYECKOro
0TBEpPXAeHUA B Habope n
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ARIre3nEn OPTORCHTHYECING AN DHKCALNM opTORoHTHYSCIaNX GpexeToR B abopax, B
BAPRAHTAX NCTIONNOHRA

wmmmmﬁmnuwwanm
or

: HacTontan MHCTPYXLINA 110 NPUMEHEHIND PACTIPOCTPEHSIETCR AATESHBMOPTOROHTHUECKIE ANR (DUKCALIMA
oprogoHTINecHX (pexeTon B HABOPEX B CNERYIOLUMX BAPHAHTAX MCNONHEHIS:
1. Agreans OpPTOACHTWMECKMH AN acaL GPexoTOs CBETOBOND OTREpXKASHN B Habope B COCTaBRe:
~nacTa (wnpmt 3.5r) -3 um.;
- npaéwep (pnaxon 8 mr) - 1 w,;
~ nefnb Ans Tpaanexws (umpwiy 2,5 Mn) — 1w,
- Wnarenb — 3 wWr.;
- Gpaiim - 40 wr,;
- HACAOKYW Ha wnpny — 1 wr.
~ KHCTPYKLMA NO NPUMENEHWIO — 1 wIT.
2. Aresus ans urcaLm SpexsTos CHETOBOID OTBEpXAeHS B Halope Mini 8 cocTase:
- nacra {(wrpky 3,5 1) - 1 wr.;
- Npaiwmep (dnaxor 3 mi) - 1 Wr.;
- refb ANA TPARNeHS (Wnpky 2,5 mn) — 1 wir.;
wnarens - 1 um;

- rens ANR TPEBNaHW (M&S Mn) -1 wr,;
- wnarenb — 1 ur.,

nac‘ra(umu4r) ~2um,;
npadmep (raxod 8 mn) — 1 wr.;
renbmlamwz (nnpuu2,5un) 1um,;

- nacTa (wnpwy 4 7) — 1 wir.;

- npadimep (drraxos 3 mn)— 1 ur.;

- refib AnA Tpaanexun (unpwy 2,5 mn) - 1 um;
- wnavens— 1 wr.,

- Spawm ~ 10 wr.;

- HACAAKN HE WNPWY —1 W,

- HHCTPYKLINSA N0 NPHUMEHOHWo — 1 wT.

OMMCAHME

Arems OPTOAOHTWMECKMA CBETOOTBEDNKAAGMBIA — JTO  PAMHOBMANOCTL  MOANMDNLNPOBAHHON
METEXpUNOBOH KNCNOTON SNOKCWAHOA CMOMN B KAYECTBE OCHOBHOMD ChipbA OR OPTOAOHTUNACKOD
anresnea. JTOT Marepmasn COCTOMT NS MMAXOCTH (nNpaiiMepa), Nacttl W CPEeJCTBE ANA TPABNSHWA —
KICAOTHOTO PacTBOPa (refin AfNA TPARNeHWR), BCNOMOMATANILHLIMN NPHCTIOCOGNSHNAMYU  ABNMOTCA
WNaTENW NA CMELMBARHKR,

Buuunnﬁmm(npaﬁuep)mﬁunwm Ges npumecsit, LmeT soxen OGuith

xonnong,
mocmopwnmy copepxatne (hocthopHOR KHCROTE B HAM HAXOANTCS B Auanasoune (37 + 2) %.
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HASHAMEHME
MeOWUMHCKDE MIRENNE NPEAHASHANEHO AN  OPTOAOHTMMECKOND CKNIGHMBAHWA BCEX BWI0B
opToRoHTIHecKX Gpexeros.

Aresns OpTONOHTIMECKWA npeacTasnmeT coboll  mavepmesn, npeaHasHaveHttit AnA  Quxcaumun
(GoHamHra) Beex THNOB OPTOAOHTHHECINX GPexRaTos 4N OPTOAOHTUN.

MPOTHBOTIOKASAHAR
MoBLrUeHHEN HYBCTENTESILHOCTL K KOMIIOHEHTAM 2/N63NEa.

NPYHLIMN REACTBMA

ANresus OPTOACHTIMOCKIH NOIBONAST YAESPNMEATL BOE TWNbi GPOKXSTOR ¥ APYMIX OPTOROHTIMOCKAX
npncnocobnesmit Ha sManK aAnNWTENbHLIA NePUOR Bpemern NOR BOIAGHCTSHEM PaanMuNbIX HaTPy3OK
CBAZANHLIX C ABMKBHWEM 3Y006 M MOBaHUEM.

MpuwHuwn  geficTeNs  3aKNIONASTCA B  DUKCALUM  (CIGHBAHIN)  NOBOPXHOCTH  ORTOAOHTHHECKMX
npncriocolnesmil {Opexeron) X dvant 3ybos.

CNOCOE NPUMEHEHUA

1) NogrotToexa 3yGoR. CMMCTHTE NOBSPXHOCTL 3Manyu syboB, yAasmTe fpAsL C NOBepPXHOCTW 3yGos,
NPOMOATS BOAOK; MIonupyiiTe 3yGul, 663 Macna 1 BRary, BLICYIWNTE NOBSPXHOCTL 3yDos.

2) KnchotiHoe TPaaneHwe NOBEPXHOCTM JyBa: refib ANR TPEBNGHNA HAHECTM Ha NOBEPXHOCTL syba
npUMepHo Ba 50-60 cexyHa, TIATENLHO APOMLITL BOROR, BLICYLINTL, KNCROTHOE TPEBNSHWE BHINONHEHO,
©CINK NOCNS BLICYLUMBAHNA NOBSPXHOCTL 3yGa crana menoboli. EC/ HET MEI0BOM0 HANETA, YBRSIMLTE
BPOMA KNCROTHOIO TPERNOHWA.

3) HaneceHwe NpaimMepa. C NOMOWLI0 MANeHLKON KMCTOMKM HaHOCTW TOHOW cnoll npaliwepa Ha
NOBEPXHOCTL 3y5a, 3 SATeM HAHECTU TOHKH CNOi Ha ocHosalne Gpexeta. (npn wenonvcsannn Habopa
Ajresne OpTOROHTWMECKKA AN dnkcalpm xoney Blue glue band cement Series npaitmep mower Sum
BIAT K3 APYTUX HAGOPOB NPOKIBOANTENRA)

4) HaneceHne anreswsa. HaHecTM HeGONLWOS KOSMMECTBO NACcTH Ma ocHoearne Opexsra, (OPMMpYs
TOHKMit CNo. TipuKnenTs GPEKET K HYXHOMY MecTy Ha 3yGe. CxoppexTupylive nosmpwo Gpexeta, cnera
HapaeuTe B Teuenne 5-10 cexynpa, 4wTobel npegoTepaTUTE Cronbxeiwe Gpesera. YAanuTh wanuumm
AHAKOCTH ¥ RACTHI.

5) OToepxneHNEe CHETOM: ANA METANNNMECKMX CPERETOB, SBCBEUMBIHWG NONUMOPHIAUMOHHOA nAMNOH
NPOBCANTLCA MO 10 cexyHa C xaKRoA cTopotbl Gpexeta. [inm vepasmwiecxux GpexeTon 3acReuNSaHMe
NPOBOAMTLCS NOAMMEPNSILMOHHOR namnodi caepxy B Tewerme 10 cexyna. Tlocne nNOANMEpPHIaLMN
MOMET HAKNAALIBATLOA AYTa. MOTYT HCNONLIOBATLCR CTEHRAPTHLIE (DOTONONMMEPHIILMOHHEIE NaMbl.

BO3MOXHbLIE MOBOYHLIE 39OEKTHI
He suisanessl

B cnyMae NOBPeXReHNA YNAKDeKn MaHLMHCKME HIRENNT He NOMNENET HCTIONbIOBAHNIO.

D033 aareaaa OpTOROHTUNECKOND NPEAHAZHAUSHE ANA OAHOKPETHOND NPUMEHEHMA W Ne moxeT GuiTh
WCNONbLIOBATLCA NOBTOPHO.

5e30nacHOCTL N 2DDEKTHBHOCTD ATESHBOB CPTOAOHTIHECKMX Y SEPeMBHHLIX XSHUMH HE YCTAHORNSHA.
HeooBxoanmo naberaTs JIMTEnbHOND KOHTaKTa agreausa ¢ xoxei ¥ cnusnctTol oBonoukoll nonocTk pra.
TwATENLHO NPOMLITL BOAOH NOCHS KOHTAKTA.

MEPbBI NPEROCTOPOXHOCTU

1) Cneayet walerats NONAgaHKA CPEACTEA ANR TPABNSHKA, conepatiee GOCHOPHYID KICNOTY, B IMasa
¥ Ha KoXy. B cnyvas NONaganus HEMEANEHHO NPOMLITE BOROCH C MLINOM. :

2) NosepxHOCTL 3yGa NOXPLITa XMAKOCTHIO (NPaiiMepom), BoaNeAcTENe CoaTa B TeNeHNa 2-3 CaxyHAab
MONET YDENWUMTE KOHCUCTEHLMIO MHUAKOCTH, YTobhi NPESOTBPETHTL NOINUMOKHMpORaHHe Dpexeta nocne

NOPSMBLLIGHNA.

3) Y HEXOTOPbLIX NAUNSHTOR HA HEOTBOPKAGHHYIO CMONY MOTYT BOSHKKHYTL RSUTSPINMECKNE PeaKLMK,
chepyeT naberaTh KOHTAKTA C fIECHAMM MAK ADYTMMM MAMGAMM TKEHAMW. [TpH nonanaHwn Ha KoKy
HEMEAIIEHHO NPOMOHTS @8 BOROH C MLIROM, MPK HEOBXOHMMOCTH NPOXOHCYSILTUPYITECH C BPaMOM ANA
NEMSHIA.

4) D107 MATEPUAN YYBCTBUTENEH K CHETY, €0 CNEAYET XPaHuTh BAANW OT NCTONHIKA CoeTa.
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XPAHEHME N TPAHCITIOPTWPOBAHME

ARResKs OpTOROHTIMECIHIR ClIGAYET XPAHNTL B OPINHANbHON YNaxosKe Npu Temnepatype ot 0 4o 28 °C.
He cnegyer noaseprath Matepsani 8034eHCTBHIO NOBHILISHHLIX TEMNBPATYD HITH MHTEHCHBHOMO CBETA.
He ponycxats HAPYWeHNA LENOCTHOCTH YNAKOBKH,

Meguuinckoe M3genue TPRHCTIOPTHPYSTCA BOSMN BIASMW TPANCTIOPTZ KDMTOO TWia, B YCNoBMsX,
00ECTIeUMBAOUMX COXPAHHOCTL YIIBKDBIA # NPOYKAIM, B COOTBETCTBIK C NPABNNANMH NEPEBOSKN FPY308,
ASHCTBYIOUMMN Ha AAHHOM BUE TPAHCTIOPTA, RPH Temneparype oT 0 4o 28 °C.

Mph TPAHCTOPTHPOBANMM M XPAHOHMN MEOMLINHCKNG MIESS HE OKASLIBRIOT HATATMBHOM BOGRGHCTENS
Ha YenoBEKa ¥ OKPYIINOLYIO Cpeay.

TAPAHTUX IWOUSBOAUTENR (M3rOTOBUTENRA)

ARremBhl OPTOACHTHUECKNE HE NOANENMT NEPHOAHHECKDNY TEXHIMOCKOMY OGCIYXMBSHIIO W TOXYLIOMY
CpoK ronHOCTIH MEANUNHCKOrD KR — 24 MECRUS C AaTH M3TOTOBNGHNA.

Cpox ragHOCTH YKasLBROTCA HA YNAKOBKE MEANLIMHCKOMD KAGIMS, He AONYCKAGTCA WCNIOALIOBAHNE
NPOAYKTA NOCNE CROHUAHUA CPOKA TOAHOCTH.

OpraHusaima-uroToBuTeN BPAHTMDYET Ka4eCTBO, APMEXTHBHOCTL ¥ GES0MACcHOCTD AreSHEOR
OpTOROHTHYECKMX Npi  colmofennd noTpeGWTeNeM YCNOBMIA  XPEHBHNA,  TPANCNOPTUPOBAHWR,
YTUAKSALMMA ¥ RHCTDYKLIMH NO NPHMEHEHINO MERLIMHCKOIO KIAEITUR B TEUEHHE CPOKE FOAHOCTH.

NPOUIBOOUTEND (M3rOTOBUTEND)
mmw@mm..mm%a?mwmumm

ARpec MecTOHaXMXASHUA, MOCTO NPonIsoacTsa: Bid. 2, No. 1, Li Rd., Renhe Subd

District. H hou, Zhejiang, Lingang istrict, Yuhang
Tenedor: +0088-571-86390976, chaxc: +0086-571-88091704

YTIONHOMOMEHHbIA NPEACTABUTEND B PO
000 «Pokaga-flexr»
ggpec mecToHaxoxashuA: Poccwn, 420107, PecnyGnuxa Tarapcrad, . Kasaus yn. NetepSyprexan, AoM

Tenedou: +7 843 570 68 80
e-mail: imfo@rocadamed.ru

CHUMBONIbE, HCTMIORLIYEMLIE B MAPKUPOBKE

cemw chmcmmﬂmecmac)cwm
0c Jowr| Mpeacrassmens Ha TeppuTopnn EC
Uaroroswrens

Homep napumn
Homep no xaranory
Wcnonk3osars 40

He ponycxars BO3ASACTENN CONHENMONO coaTa

LOT|

REF

> <

7
OGpaTHTeCt K WHCTDYKLIM RO NDHMEHEHID

X panen rounspayp

* Bepeus ot snamm

A

Npegynpexperne, OBPETUTECH K MHCTRYKLIMK B NPUAOKEHNMN
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MHCTPYKLU WA MO NPUMEHEHNIO

AAre3nBbl OPTOAOHTUYUECKUE ANA PUKCALUN OPTOAOHTUUECKMX BpeKeToB B Habopax,
BapuaHTax MCNONTHEeHUS

AnresnBbl OPTOAOHTUYHECKME ANA (huKcaunm 6peKeToB XMMUYECKOTOo OTBEPXXAeHNA B Habope
P Y Ne oT

HacToawaa nHCTpP ™ A No NPUMEHEHUIO pacrnpocTpaHaeTcs aare3msbl OPTOAOHTUYECKME ANA qOMKcau,mm
OPTOAOHTUYECKNX BPEKETOB B Habopax B C/eAyloLnX BapnaHTax UCnosIHeHUA-
-n ™M (X '3nNT-| N thmkcaunm 6pekeToB XMMNUYECKOI0o OTBEPXKAEHNA B Habope B cocTaBe:
- npaiimep (thnakoH 10 m n)-"1 wT.;
- renb ana TpaesneHns (wnpuy 2,5 mn) - 1wt
- wnaTtenb - 3 WT.;
- 6pawn - 20 wrt.;
- Hacagkun Ha wnpuy -1 wr.
- HCTPYKUMSA NO NPUMEHEHUIO - 1 wWT.
opTOAOHTUYECKNIA Ans ukcaymm 6peKeToB XMMMYECKOro OTBEpPXXeHus B Habope Mini B

- nacta (wnpuy, 3,5 1) --1 wWr.;

- npalimep (hnakoH 3 mn) -1 WT.;

- refib ona TpasneHns (wnpvy, 2,5 mn) - 1 wT;
-wnatenb -1 wWwr.;

-6paw n-10 wr,;

- Hacagku Ha wnpuy -1 wr.

- NUHCTPYKUMSA MO NMPUMEHeHuto -1 wir.

OMMCAHWME

Nre3vB OPTOAOHTUYECKOUA XMMUYECKOrOo OTBEPIXKAEHUS - 3TO pPasHOBUAHOCTb MOAUMUNMNOOBAHHOWM
KUCMOTOM 3MNOKCUAHOM CMOJIbl B KadecTBe OCHOBHOMO CbipbsS OANA OPTEeACTTNKOrOo

(npalimepa), nacTtbl n

wTaTHOro pactBopa (rena pAans Tpas/eHusl), BcnomMoratesiHbiMM np™r "™ ae~Mu™N"qam0 17CA

4 cMelnBaHus, 6pawmn. BHewHni BUA: XKnaKocTb (Npanmvep) g ™~ N A TN egu N TN

npumecen. UBeT AO/MKEH ObiTb OAHOPOAHOINO LUBeTa; nacrta He ANKHa egepXctb ™ um N[ c N

HanosIHUTeNb paBHOMEPHO pacnpejesnieH; cpeacrtso AnAa  Tpa~H*IMITp~cta™~ann

nox\Mpo3payHbIn  Kosinong, cogepXkawuini pochopHyo KUCAOTY, cogep>XaHme N NpPHOMN KUCMOTb. B
(37x2)%. HaxoguTcs B Onana3soHe

HA3SHAUYEHWE
oTcemBaHus  BCexX BUAOB

MOKA3AHNA KMNPUNMEHEHWIO
NpTNAONN'Nckuid - npeacTaBnisieT coboil  maTtepuan, npegHasHayeHHbld  ansa CDI/IKcaLI,VII/I
(6oBanHra) Bcex TMNOB OPTOAOHTUYECKUX BPEKEeTOB A1 OPTOLOHTUN. ~

MPOTNBOMOKA3AHNA
MoBbIleHHas 4YyBCTBUTE/IbHOCTb K KOMIMOHeHTam agresvBsa.

MPUHLMUN AENCTBUSA
no3BosideT ygep>XumBatb BCe TUlbl 6p8KeTOB n opyrmx OOTOJ/IOHTUYECKUX

Cnocob NPMMEHEHWNA
NOBEpPXHOCTb 3Masin 3y60B, yaasiuTe rpsisb C MOBEPXHOCTN 3yGOB
n BbICYLLMTE NOBEPXHOCTb 3y6OB. n ’
TpaBfeHWss HaHeCTU Ha MOBEPXHOCTb 3y6a
KyHZ, TLaTeNbHO MPOMbITb BOAOMW, BbICYLLINTb, KAC/IOTHOE TPaBfieHNe BbIMO/IHEHO
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* TOFO, KEK NOBSPXHOCTL 3yGa cTana Menosoil. ECie NeT MENCEOD HaneTa, YRenwuLTe Bpems
ENCTIOTHOTO TPSBIGHUN.
S)MWGWMWHWWMWM
NOBEPXHOCTB 3y0Q, 8 3ATEM HAHECTH TOHKMM CNOBM Ha YaCTh OCHOBaHKE GpexaTa.

4) Havecenmne aireamsa: ¢ NOMOWBIO WNATeNsi HEBONLLIOE NONWMECTEO NECTH, HAHECTH HA OCHOBAHNG
GpexeTa, pABHOMEPHO DPACTPERenWTSL, (HOPMIDYS ToHINE cnoil. [Tpwknewts Gpexet Ges jaanesus b
HeobXoaMMOe MecTo Ha 3yGe. CroppextupyiTe noswusmo OpexeTa B Teuenwe 20 CexyH, Cnernda
Kagasute & Teverme 5-10 caxyn, 4ot NPEROTEPATUTL CxoNLMRIME GpexsTa. B Teverme 40-60 cexyna
MONHO SKKYPATHO YASIAMTL MAMMLSK NACTHL # XMAKOCTH. MTOCNS OTBEPKABHMRA, YEPE3 5 MUHYT MONHO

:)EPHI‘IPEAOC‘I’OPM-IOCTM

CnagyeT sslerato NONAAHMA CPEACTEA NN TPABNEHNA, COABINKALLSe v
g A . tochopyro micnory, B rmasza
2) Pexomengyeman TemnepaTypa paGovedl cpeget (18-25) °C. Mocxonbky TemnepaTypa Marepuans

4)mem(npﬂuw)mmmummmnmmm
gn;mmm,mmmmmw“mm

HEXOTOPLIX NAUMSHTOR HE HEOTBORNKEGHHYIO CMONY MOTYT ROSHIKHYTL ANVIGDIUNECKNE POaKLIM,
WMMcmmwmmmem
wrmnmﬁnnmlcm.mmo&mmmmmmcwm

COXPAHHOCTD YTIAKOEKH ¥ POAYXRLMK, B COOTBETCTBUM C NPABITAMN TBPEBOSIN IPY30E,
AEACTBYIOWMNM HA JaHHOM BIAE TPAHCTIOPTA, P TeMnepaType o 0 2o 28 °C.
anmmmnmmummmmmmmmmm
Ha YeN0BEKa k OXPYXAOULYI0 Cpeqy. .

TAPAHTWMA NPOU3BOAUTENR (M3rOTOBUTENA)
mewmmwmmmmyoﬁaumnnum
Cpox rogHOCTH MEAMUMHCKONO HALENHA — 24 MECAUA C AaThi HIFOTOBNGHA,

CPOK ORHOCTH YKASHIBAGTCA KA YNAKOBKS MOAMUMHCKOTO M3ENWA; HE JONYCKAETCA WCTIONLIOBAHUE
NPOAYXTa NOCHS OKOHYaHMNS CHOKA MORHOCTH.

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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Y/NaHn3annmB-n3ratoBUTenb rapaHTMpyeT KadecTBO, 3P(PEKTUBHOCTb U 6e30MacHOCTb aAare3vBoB
ANQHTMYECKUX Mpu  cobnogeHun notpebutenem  ycnoBuii  >Y?2anenua”™ | : o1 p08anus,
yN W 3ayumMm 1 MHCTPYKLUKW MO NPUMEHEHNIO MeAULMHCKOIro U34envsa B TeHeHne cpoKa rogHocTu.

MPON3BOAOUNTENDL (M3TOTOBWTE/b)

Hann7hoii Westlake Biomatertal Co., Ltd. (XaHuxkoy Bectneiik Guomartepuans! /11g.) NN
npomnssogcTea: Bid. 2, No. 1, Lingang Rd., Renhe Subd. stnct Yuhang

District Hangzhou, Zhejiang, Kutaii

TenedgoH; +0086-571-86390976, chakc: +0086-571-88091704

YMNONMHOMOYEHHbIN MPEACTABUTENb B Pd

Mpec M~ HWoageHus:

26
TenedgoH: +7 843 570 68 80
e-mail: info@rocadamed.ru

Poccusa. 420107, Pecnybnnka TatapcTaH, . KasaHb yn. MNMeTepbyprckas, gom

CMBO/Ibl, NCMNONMBb3YEMbBIE B M™KWP OB Ne
MapkupoBka CE (B cooTBeTCcTBUU C anpekTnBoin EC 93/42/E3C) ¢ ngeHtndnkauymen
c € 0197 HOTUMPULMPOBAHHOIO opraHa

MpepctaBuTenb Ha TepputTopumn EC

M3rotoBuTenb
LOT Homep naptun
REF Homep no katanory
Wcnonb3oBaTb A0
§:

He ponyckaTtb BOS,D.eﬁCTBMFI COJ/THEYHOrIO CcBeTa

£l O6paTUTECh K UHCTPYKLMUN MO NPUMEHEHUNIO
u

x Mpegen Temnepartypbl

Bepeub oT BNaru
A MpenynpesoneHne, 06paTUTECh K MHCTPYKK ™M B MPUAOXKEHNN

[aTta nocnegHen pegakumm: main 2023 r.
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APPROVED

Hangzhou Westlake Biomaterial Co., Ltd.
(XaHuxoy BecTtneiik buomatepunansi J114.)
CEO

«02» May 2023

INSTRUCTIONS FOR USE OF THE MEDICAL DEVICE
Orthodontic adhesives for fixing orthodontic brackets in sets

Version 001
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CONTENT

Instructions for use Orthodontic adhesives for fixing orthodontic brackets in
sets, in versions _

Orthodontic adhesives for fixing light-cured brackets in sets. .3

Instructions for use Orthodontic adhesives for fixing orthodontic brackets m
sets, in versions _ o _ :

Orthodontic adhesives for fixing chemically cured brackets in a set 0
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INSTRUCTIONS FOR USE
Orthodontic adhesives for fixation of orthodontic brackets in sets, in versions
Light-cure orthodontic adhesive for fixing brackets in sets
py Ne oX

These instructions for use apply to orthodontic adhesives for fixing orthodontic
brackets in sets in the following versions:

1. Light-cure orthodontic adhesive for fixing brackets in a set consisting of:

- paste (syringe 3.5 g) - 3 pcs.;

- primer (bottle 8 ml) - 1 pc.;

- etching gel (syringe 2.5 ml) - 1 pc.;

- spatula - 3 pcs.;

- brushes - 40 pcs.;

- syringe tips - | pc.

- instructions for use - 1pc.

2. Light-cure adhesive for fixing brackets in set Mini, consisting of:

- paste (syringe 3.5 g) - 1pc.;

- primer (bottle 3 ml) - 1pc.;

- etching gel (syringe 2.5 ml) - 1pc,;

- spatula - 1 pc.;

- brushes - 20 pcs.;

- syringe tips - 1 pc.

- instructions for use - 1 pc.

3. Light cure orthodontic adhesive for fixing rings Blue glue band cement Series |
in a set consisting of:

- paste (syringe 5g) - 1pc.;

- etching gel (syringe 2.5 ml) - 1 pc.;

- spatula - 3 pcs.;

- syringe tips - 1pc.

- instructions for use - 1pc.

4. Light cure orthodontic adhesive for fixing brackets colored Green glue in a set
consisting of:

- paste (syringe 4 g) - 2 pcs.;

- primer (bottle 8 ml) - 1 pc.;

- etching gel(syringe 2.5 ml) - 1 pc.;

- spatula - 1pc.;

- brushes - 20 pcs.
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- syringe tips - 1pc.

- instructions for use - 1 pc.

5. Light cure orthodontic adhesive for fixing brackets colored Green glue in a set
Mini consisting of:

- paste (syringe 4 g) - 1pc.;

- primer (bottle 3 ml) - 1pc.;

- etching gel (syringe 2.5 ml) - 1 pc.;

- spatula - 1pc.;

- brushes - 7 pcs.;

- syringe tips - 1pc.

- instructions for use - 1pc

DESCMPTION

Light-curing orthodontic adhesive is a kind of methacrylic acid modified epoxy
resin as the main raw material of orthodontic adhesive. This material consists of a
liquid (primer), a paste and an etching agent - an acid solution (etching gel),
auxiliary devices are mixing spatulas, brushes.

Appearance: the liquid (primer) must be transparent, without impurities, the color
must be uniform; the paste should not contain impurities, clots, the filler should be
evenly distributed; The etching agent is a translucent colloid containing phosphoric
acid, the content of phosphoric acid in it is in the range of (37 £ 2)%.

PURPOSE
The medical product is intended for orthodontic bonding of all types of orthodontic
brackets.

INDICATIONS FOR USE
Orthodontic adhesive is a material intended for fixation (bonding) of all types of
orthodontic brackets for orthodontics.

CONTRAINDICATIONS
Hypersensitivity to adhesive components.

OPERATING PRINCIPLE

Orthodontic adhesive allows you to hold all types of brackets and other orthodontic
devices on the enamel for a long period of time under the influence of various
loads associated with tooth movement and chewing.

The principle of operation is to fix (glue) the surface of orthodontic devices
(brackets) to the tooth enamel.

MODE OF APPLICATION
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1) Tooth preparation; clean the surface of the tooth enamel, remove dirt from the
surface of the teeth, rinse with water; Isolate the teeth, no oil and moisture, dry the
surface ofthe teeth.

2) Acid etching of the tooth surface: apply the etching gel to the tooth surface for
about 50-60 seconds, rinse thoroughly with water, dry, acid etching is performed if,
after drying, the tooth surface becomes chalky. If there is no chalk deposit,
increase the acid etching time.

3) Applying Primer: Using a small brush, apply a thin layer of primer to the
surface of the tooth, and then apply a thin layer to the base of the bracket, (when
using the Orthodontic Adhesive kit for fixing Blue glue band cement Series rings,
the primer can be taken from other kits of the manufacturer)

4) Applying adhesive: apply a small amount of paste to the base of the bracket,
forming a thin layer. Glue the bracket to the desired location on the tooth. Adjust
the position of the bracket, applying gentle pressure for 5-10 seconds to prevent the
bracket from slipping. Remove excess liquid and paste.

5) Light curing: for metal brackets, light curing with a curing lamp is carried out
for 10 seconds on each side of the bracket. For ceramic brackets, illumination is
carried out with a polymerization lamp from above for 10 seconds. After
polymerization, an arch can be applied. Standard curing lamps can be used.

POSSIBLE SIDE EFFECTS
Not identified

WARNINGS

Before using a medical device, the dentist must read the warning information given
in the instructions for use.

Orthodontic adhesives are supplied in non-sterile form and cannot be sterilized.

If the packaging is damaged, medical products cannot be used.

The dose of orthodontic adhesive is intended for single use and cannot be reused.
The safety and effectiveness of orthodontic adhesives in pregnant women has not
been established.

It is necessary to avoid prolonged contact o f the adhesive with the skin and mucous
membrane of the oral cavity. Rinse thoroughly with water after contact.

PRECAUTIONARY MEASURES

1) Avoid contact of pickling agent containing phosphoric acid with eyes or skin. In
case of contact, wash immediately with soap and water.

2) The tooth surface is covered with liquid (primer); exposure to light for 2-3
seconds can increase the consistency of the liquid to prevent the bracket from
positioning after moving.

3) Some patients may experience allergic reactions to uncured resin; contact with
gums or other soft tissue should be avoided. If contact occurs with skin, wash
immediately with soap and water and consult a physician for treatment if necessary.
4) This material is sensitive to light and should be kept away from the light source.
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5) The bonded orthodontic bracket must be of high quality and must be handled by
a qualified dentist.
6) The material is transported closed and away from sunlight.

STORAGE AND TRANSPORTATION

Orthodontic adhesive should be stored in its original packaging at a temperature
between 0 and 28 °C.

Materials should not be exposed to elevated temperatures or intense light.

Do not damage the integrity of the packaging.

The medical product is transported by all types of covered transport, under
conditions that ensure the safety of packaging and products, m accordance wdh the
cargo transportation rules in force for this type of transport, at a temperature from 0
to 28 °C

During transportation and storage, medical devices do not have a negative impact
on humans and the environment.

MANUFACTURER'S WARRANTY

Orthodontic adhesives are not subject to periodic maintenance and routine repairs.
The shelf life of the medical device is 24 months from the date of manufacture.

The expiration date is indicated on the packaging of the medical product; It is not
allowed to use the product after the expiration date. , , =
The manufacturer guarantees the quality, effectiveness and safety of orthodontic
adhesives provided that the consumer complies with the conditions of storage,
transportation, disposal and instructions for use of the medical product during the
shelf life.

SYMBOLS USED IN MARKING
CE marking (in accordance with EU Directive 93/42/EEC) with

Ce 0197 identification of the notified body

IEEIny] Representative in the EU
Manufacturer

LOT Batch number

REF Catalog number

§ Use before

Avoid exposure to sunlight

\ W 4
I/ﬂ Refer to instructions for use

Temperature limit

Keep away from moisture

Warning, please refer to the instructions in the app
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INSTRUCTIONS FOR USE
Orthodontic adhesives for fixation of orthodontic brackets in sets, in versions
Non-mix orthodontic adhesive for fixing brackets in sets
PYNe oT

These instructions for use cover orthodontic adhesives for fixing orthodontic
brackets in sets in the following versions:

1. Non-mix orthodontic adhesive for fixing brackets in a set consisting of:

- paste (syringe 3.5 g) - 3 pcs.;

- primer (bottle 10 ml) - 1 pc.;

- etching gel (syringe 2.5 ml) - 1 pc.;

- spatula - 3 pcs.;

- brushes - 20 pcs.;

- syringe tips - 1 pc.

- instructions for use - 1 pc.

2. Non-mix orthodontic adhesive for fixing brackets in a set Mini consisting of:
- paste (syringe 3.5 g) - 1pc.;

- primer (bottle 3 ml) - 1 pc.;

- etching gel (syringe 2.5 ml) - 1 pc.;

- spatula - 1pc.;

- brushes - 7 pcs.;

- syringe tips - 1 pc.

- instructions for use - 1 pc.

DESCRIPTION

Light-curing orthodontic adhesive is a kind of methacrylic acid modified epoxy
resin as the main raw material of orthodontic adhesive. This material consists of a
liquid (primer), a paste and an etching agent - an acid solution (etching gel),
auxiliary devices are mixing spatulas, brushes.

Appearance: the liquid (primer) must be transparent, without impurities, the color
must be uniform; the paste should not contain impurities, clots, the filler should be
evenly distributed; The etching agent is a translucent colloid containing phosphoric
acid, the content of phosphoric acid in it is in the range of (37 = 2)%.

PURPOSE
The medical product is intended for orthodontic bonding of all types of orthodontic

brackets.

INDICATIONS FOR USE
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Orthodontic adhesive is a material intended for fixation (bonding) of all types of
orthodontic brackets for orthodontics.

CONTRAINDICATIONS
Hj'persensitivity to adhesive components.

OPERATING PRINCIPLE

Orthodontic adhesive allows you to hold all types of brackets and other orthodontic
devices on the enamel for a long period of time under the influence of various
loads associated with tooth movement and chewing.

The principle of operation is to fix (glue) the surface of orthodontic devices
(brackets) to the tooth enamel.

MODE OF APPLICATION

1) Tooth preparation: clean the surface of the tooth enamel, remove dirt from the
surface of the teeth, rinse with water; Isolate the teeth, no oil and moisture, dry the
surface of the teeth.

2) Acid etching of the tooth surface: apply the etching gel to the tooth surface for
about 50-60 seconds, rinse thoroughly with water, dry, acid etching is performed if,
after drying, the tooth surface becom'es chalky. If there is no chalk deposit,
increase the acid etching time.

3) Applying Primer: Using a small brush, apply a thin layer of primer to the
surface of the tooth, and then apply a thin layer to the base of the bracket, (when
using the Orthodontic Adhesive kit for fixing Blue glue band cement Series rings,
the primer can be taken from other kits of the manufacturer)

4) Applying adhesive: apply a small amount of paste to the base of the bracket,
forming a thin layer. Glue the bracket to the desired location on the tooth. Adjust
the position of the bracket, applying gentle pressure for 5-10 seconds to prevent the
bracket from slipping. Remove excess liquid and paste.

5) Light curing: for metal brackets, light curing with a curing lamp is carried out
for 10 seconds on each side of the bracket. For ceramic brackets, illumination is
carried out with a polymerization lamp from above for 10 seconds. After
polymerization, an arch can be applied. Standard curing lamps can be used.

POSSIBLE SIDE EFFECTS
Not identified

WARNINGS
Before using a medical device, the dentist must read the warning information given

in the instructions for use.

Orthodontic adhesives are supplied in non-sterile form and cannot be sterilized.
Ifthe packaging is damaged, medical products cannot be used.

The dose of orthodontic adhesive is intended for single use and cannot be reused.
The safety and effectiveness of orthodontic adhesives in pregnant women has not
been established.
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‘It is m to avoid prolonged contact of the adhesive with the skin and mucous
memme of the oral cavity. Rinse thoroughly with water after contact.

A'PRECAUTIONARY MEASURES

"I) Avoid contact of pickling agent containing phosphoric acid with eyes or skin. In
case of contact, wash immediately with soap and water.

2) The tooth surface is covered with liquid (primer), exposure to light for 2-3
seconds can increase the consistency of the liquid to prevent the bracket from
positioning after moving.

3) Some patients may experience allergic reactions to uncured resin; contact with
gums or other soft tissue should be avoided. If contact occurs with skin, wash
immediately with soap and water and consult a physician for treatment if necessary.
4) This material is sensitive to light and should be kept away from the light source.
5) The bonded orthodontic bracket must be of high quality and must be handled by
a qualified dentist.

6) The material is transported closed and away from sunlight.

STORAGE AND TRANSPORTATION

Orthodontic adhesive should be stored in its original packaging at a temperature
between 0 and 28 °C.

Materials should not be exposed to elevated temperatures or intense light.

Do not damage the integrity of the packaging.

The medical product is transported by all types of covered transport, under
conditions that ensure the safety of packaging and products, in accordance with the
cargo transportation rules in force for this type of transport, at a temperature from 0
to 28 °C.

A

During transportation and storage, medical devices do not have a negative impact

on humans and the environment.

MANUFACTURER'S WARRANTY

Orthodontic adhesives are not subject to periodic maintenance and routine repairs.
The shelf life of the medical device is 24 months from the date of manufacture.
The expiration date is indicated on the packaging of the medical product; It is not
allowed to use the product after the expiration date.

The manufacturer guarantees the quality, effectiveness and safety of orthodontic
adhesives provided that the consumer complies with the conditions of storage,
transportation, disposal and instructions for use of the medical product during the
shelf life.

SYMBOLS USED IN MARKING

C€0197 CE marking (in accordance with EU Directive 93/42/EEC) with
identification of the notified body

| ec | rer] Representative in the EU
Manufacturer
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Batch number

Catalog number

Use before

Avoid exposure to sunlight

Refer to instructions for use

Temperature limit

Keep away from moisture

A Warning, please refer to the instructions in the app
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CEPTUDOUKAT

CCPIT
Kntaicknii KOMUTET COAENCTBUA Pa3BUTUIO MEXAYHAPOAHON TOProsne

KuTtaincknin KomnTeT COAeliCTBUS Pa3BUTUIO MEXAYHAPO4HO TOProsne
MexayHapoaHas Toprosasi nanata Kutas
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01925509
KnTtaickuii KOMUTET COAeCTBUA PasBUTUIO MeXAYHapO4HON Toprose

MexayHapoaHas Toproeas nanata Kutas
ICCP1T/

CepTtudukar

IQR-koa/
Ne233301A0/019379

HacToswmm noaTeep)aaeTcs, UTo nevaTb XaHuxoy Bectnelik buomatepuans Ko.,
Nta. (Hangzhou Westlake Biomaterial Co., Ltd.) Ha NpuI0XKeHHOM AOKYMeHTe
ABNAeTCA NOAVHHON.

KunTalicKuin KoMnTeT COAENCTBMSA Pa3BUTMUIO MEXAYHapPO4HOM Toprosne

MeuvaTb: KuTalicknii KOMUTET COLEMCTBUSA Pa3BUTUIO MEXAYHapPOLHON TOProsne
CrieymanbHas nevatb Ans cepTURMKaLUM KOMMEPYECKON AeATENbHOCTU
KuTalickuii KOMUTET COAENCTBMA PasBUTUIO MEXAYHAPO4HOW TOProssie

@37)

Mognuch ynonHomo4veHHoro nuua: /Moanuce/
YrkaH LLlaos
Hata: 21 ceHTs6ps 2023 T.

[na npoBepkun cepTudimkaTa nepeiguTe Ha cainT luip:/.'wvwvdrzccpitX4)iTi-\alidatc-hlrni
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[Janee no Tekcty

Meuatb; XaHwKoy BecTnelik Buomatepuansl Ko., /1Ta.

3301100134355

/Mopanucs/

TeKCT C aHININIACKOro 1 KUTaNCKOro A3bIKOB Ha PYCCKWIA A3bIK NepeBefeH MnepeBoAUYNKOM
CepebpskosbiM Kvpunnom HOpbesnuem
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Poccuiickas degepaymns
Mopog KasaHb Pecny6nukn TaTtapcTaH
CemMHafLaToro oKTa6psa ABe TbicAYM ABajLaTb TPeTbero roga

A, XycailHoBa Anuns KamuneBHa, BpeMeHHO WuCMonHAWas 0643aHHOCTU HoOTapuyca
KasaHCKOro HoTapuanbHOro okpyra Pecny6nukm TatapctaH Ak6epoBoil Jleiinn XapuCOBHbI,
CBMAETeNbCTBYIO MOA/MHHOCTL nognucy nepesogunka Cepebpskosa Kupunna FOpbeBuya.

Moanuck caenaHa B MOEM MPUCYTCTBUMN.

JInyHOCTbL NoANUCaBLLEro AOKYMEHT yCTaHOB/EHA.

3apeructpupoBaHo B peectpe: Ne 16/189-H/16-2023-21-500.
pencteusa: 670 py6. 00 kon.

A.K.XycanHoBa

BCEIro nNMrPOWHYPOBAHO,
MPOHYMEPOBAHO U

CKPEMMEHO MEY~™bBIO
= NCTOB

Bpvo HoTbpuyca_,_ / J
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