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YBaxkaeMbiii NapTHEP,

C 26 man 2020 roga nonHOCTbLIO BCTYNUT B AeiicTBUe EBponeickuii pernameHT MeauLuHCKoro
obopyaosanua EU/2017/175 (MDR).

B cooteeTcTBUM € HOBbIMK npasunamm MDR Mbl kak MeHepanbHbii napTHép HEINE Optotechnik
GmbH & Co. KG B P® 06513aHbl BECTU NOMHbLIN YYET NOCTABNSAEMbIX AMArHOCTUYECKUX UHCTPY-
meHToB HEINE, ¢ ykasaHuem HaumeHoBaHUsi, COCTaBa, CEPUIAHOIO HOMEpA, a Takke KOHEeYHOro
nonb3osartens B Poccuw.

Mbl BBOAVIM HOBbLIE MpaBKnia C CerofgHsLWHero AHA 1 npocuM Bac coobuwats Bawemy asTopuso-
BaHHOMY aucTpubeiotepy HEINE Bce BbilleHa3BaHHble JaHHble MO pean3oBaHHON NPOAYKLMK.
lNo nony4yeHHbIM cepuinHbIM HoMepam Mbl 6yAeM BhICTaBNSATL CepTUMKaThl Ha MOMHY0 3aBoa-
CKYH0 rapaHTuio Ha 5 ner.

C yBaxeHuem
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YBaxaembl NapTHEP,

Kak Bbl HaBepHsika 3HaeTe, 26 mas 2020 roga PernameHT MeguumnHckoro obopygosanusa EU / 2017/175
(MDR) 6ygeT nonHocTbio NpuHAT. MNMpaBuna, KoTopble BCTYNAKOT B CUITY C 3TOW Aathl, OyayT BNMATL Ha
BCe TOprytoLme opraHM3aunm, BOBMEYEHHbIE B OM3HEC MeanUmMHCKOro obopyaoBaHus.

HEINE, kak npoussoauTtens, yxe B 2017 rogy Hayan MHULUMUPOBATbL BHYTPEHHUE NpoLeaypbl
HeobxoauMble OeNCTBUA ANns Toro, YToObl cCOOTBETCTBOBATL TpeboBaHmsaM MDR npu narotoBneHmu
MEANLMHCKMX N3Oennin 1 ocTaBaTbCs B UX pamKax.

OTMM NUCbMOM Mbl MOATBEPXKAAEM, YTO BCE NPOAYKTLI krnacca pucka | u Im, kotopeie HEINE
npoussoauT 1 npodaét Bam, 6yayT cooTBeTcTBOBaTH eBponerickomy MDR ¢ mast 2020 roga nnum, ecnu
perynupoBaHue gonyckaeTt bornee anutenbHble NepexogHble Nepuoasl, byayT no-npexHemy
cootBeTcTBOBaTbL MDD, noka oHu He gocTurHyT cooteeTcTBuA MDR B Cpoku, yKka3aHHbIe B perfaMmeHTe.

Tem He MeHee, nmenTe B BUAY, 4TO BCe npasuna MDR Takke 6yayT obs3atenbHbiMu Ans Bac kak
Haluero napTHépa no cobITy. 3To NogpasymeBaeT, B 0COBEHHOCTU, HO HE TOMbKO, CriedytoLlee:

«  [ucmpubbromop obsizaH nposepums, coomeemcmayem fu npodaHHasi npodykuus npasunam MDR.
*  [ucmpubbromop nodmeepxxdaem, 4Ymo CMoXxXem 2apaHmuposams UudeHmugukayuro 1106020
rnpodasya MeduyUHCKOU MEeXHUKU, orepamopa 30pagooxpaHeHus unnu MeduUUUHCKO20 y4pexxoeHust /
MeOUUUHCKO20 crieyuasnucma, KomopbiM OH HerlocpedcmeeHHO nocmasur npodykyuro HEINE, u
mobo2o npodasua MedUUUHCKOU MexHUKU, Komophbili ceada HernocpedcmeeHHO rocmaesisis um
rPOJYKyUI0.

Omo obsi3amenbcmeo bydem delicmeosampb 8 meyeHue Kak MuHumym 10 nem nocre moeo, Kak
ducmpubbromop pasmecmur Ha pbiHKe NocriedHUl rnpodykm.

» Ecnu npoussodumerib osmkeH omo3sams npodykm, oucmpubbsiomop dormkeH noddepxamsb
rpou3sodumernsi U NPUHsIMb 8ce pasyMHble Mepbl, Ha3Ha4YeHHbIE POU380OUMENEM.

» [lo 3anpocy npoussodumersisi ducmpubbomop O0/mKeH npedocmasums coomeemcmayuwue
GoKyMeHmMbI U / unu 3anucu unu m.n.

*  [Jucmpubbromop He 0ormkeH u3dMmeHssimb docmasreHHble npodyKmabl, ux 0bopydosaHue urnu yrnaKosKy;
8 0cobeHHOCmMU, OH He OOITKeH U3MeHsIMb usnu yOansms cyujecmeyroujue npedynpexoeHuss 0o
onacHocmsix 8 criydae HeHadnexauje2o UCnob308aHUsl pPodyKmoe.

»  [ucmpubbromop dormkeH HemeOrieHHO ygedoMumeb rpoudsodumeris o firbol xanobe knueHma u
nobom Hecoomeemcmeuu npodaHHoz20 nMpodykma ¢ MDR, o mobbix u3eecmHbIX eMy puckax fnpu
ucronb3o8aHuu rnpodykma u o nbbix 0eghekmax npodykma. Ecnu ducmpubbiomop nipednonazaem,
4Ymo Hecoomeemcmaue fpusedem K cepbE3HbIM r10cIeCcmMaUsIM, OH maKxe coobuwum o6 amom
0meemcmeeHHbIM op2aHaM.

»  [ucmpubbromop no cbbimy dormkeH compyOHUYame C rpousgooumersnem Ois1 MPUHAMUS
HE0b6X00UMbIX KOPPEKMUPYIOWUX Mep.

» [loka npodykuyuss Haxodumcs o0 e2o omeemcmeeHHOCMbi0, Oucmpubbiomop obecrieyum eé
XpaHeHuUe U mpaHCcnopmuposKy 8 coomseemcmeuu ¢ mpebosaHusiMu rpou3sooumerns.

Kpome Toro, kaxablin AucTpubbloTop Takke 06s3aH cobniogaTth BCe Apyre COOTBETCTBYHOLLME
eBponeincKk1Me U HauMoHarbHble 3aKOHbI, KacatoLLMecs ero npeanpyHMMaTerbCcKoi AeaTensHOCTH, noj
CBOI OTBETCTBEHHOCTb.

B cnyyae, ecnu ¢ Baluen cTOpoHbl BO3HUKHYT AOMOMHUTENbHbIE BONPOCHI, kacatowmecs MDR, He
CcTecHsaMTech obpaluaTtbes B Haw otaen cobita HEINE, roe Bbl HaraéTe OTBEThLI HA YacTo 3aaBaeMble
BOMpPOCHLI OTHOCUTENBLHO cooTBeTcTBUS MDR, KOTOpble MOryT NnoMoYyb B NnpegocTaBneHu Bam
Heobxo4MMon nHdopMaLIMK.

Mbl HageeMcs Ha ycnelwHoe coTpyaHuyecTso ¢ Bamu B cootBeTcTBUM ¢ MDR ¢ mas 2020 roga!l

C Hanny4vwmmMn noxKeraHnamm

Bawa komaHga HEINE
MepeBop ¢ aHrnuickoro BbinonHuna komnanust TTT HealthCare GmbH,
eHepanbHbIi napTHEp HEINE Optotechnik GmbH & Co. KG B Poccun
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Dear Partner,

As you certainly know, on May 26, 2020 the Medical Device Regulation EU/2017/175 (MDR) will be fully
adopted. The regulations that enter into force with this date will have an impact upon all economic operators
involved in the Medical Device Business.

HEINE as a manufacturer already started in 2017 to initiate internal procedures and required actions in order to
become and remain compliant with the MDR requirements when manufacturing medical devices.

This letter is to confirm that all products of risk class | and Im HEINE manufactures and sells to you will be in
compliance with the European MDR as from May 2020 on, or, where the regulation allows for longer transition
periods, will still be compliant with MDD until they reach compliance with MDR by the dates stipulated in the
regulation.

Yet, please be aware that all regulations of MDR will also be binding for you as our distribution partner. This
implies - in particular but not only - the following:

e The distribution partner is obliged to verify whether the products sold comply with the regulations of MDR.

e The distribution partner ensures to be able to guarantee the identification of any health economic operator or
health institution/health care professionals to whom they have directly supplied a device and any economic
operator who has directly supplied them with a device at all times.

This obligation shall apply for a period of at least 10 years after the distribution partner has placed the last product
on the market.

e Ifa manufacturer has to recall a product, the distribution partner shall support the manufacturer and take all
reasonable measures ordered by the manufacturer.

e Atthe manufacturer’s request, the distribution partner shall provide the relevant documents and/or records or
similar.

e The distribution partner shall not change the delivered products nor their equipment or packaging; in particular, he
shall not change or remove existing warnings about dangers in the event of improper use of the products.

e The distribution partner shall inform the manufacturer immediately of any customer complaint and any non-
conformity of a sold product with the MDR, any risks becoming known to him when using the product and any
product defects. If the distribution partner assumes that the non-conformity will lead to a serious event, he will also
report this to the responsible authorities.

e The distribution partner shall cooperate with the manufacturer to take the necessary corrective action.

o  While the products are under his responsibility, the distribution partner will ensure that the storage and transport
conditions comply with the manufacturer’s specifications.

Moreover, each distribution partner is also obliged to adhere to all other relevant European and respective
national laws concerning its business activities on its own responsibility.

In case additional questions regarding MDR arise on your side, feel free to consult our HEINE Distributor Area
where you will find FAQs regarding MDR/compliance that can help in supplying you with the information you
require.

We are looking forward to a successful and MDR-compliant cooperation with you from May 2020 on!

Best regards

Your HEINE Team
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