KOT A

Coloplast A/S TIf.49 11 11 11
Holtedam 1 Tel. +45 49 11 11 11

DK-3050 Humlebaek www.coloplast.com

Re: Confirmation of Coloplast A/S , RA Coordinator, about documentation on the Medical Device
Cpeactea yxofa 3a CTOMOWA [ABYXKOMMOHEHTHblE HOBOFO MOKONEHUSA: CTOMHbIE MELLIKM
Alterna® apeHunpyemble, Mpo3payHble, HENPO3payHble, 6e3 (UAbTPa, Pas3IMYHbIX Pa3mMepoB U
06bEMOB, C pa3/IMUYHbLIMK pasMepamu GraHLeB, A8 B3POCbIX U AeTel (negnatpuyeckue)

To whom it may concern:

Dear Sirs,

Coloplast A/S in the person of Lene Vibeke Jacobsen, RA Coordinator, confirms the correctness o:
Application Guidance, compiled in Russian language by Coloplast LLC.

Information about medical device Cpefctsa yxoda 3a CTOMOM [ABYXKOMMOHEHTHbIE HOBOIO
MOKO/MIEHNsA: CTOMHble Melwku Alterna® gpeHuMpyemMble, Mpo3paydHble, Henpo3payHble, 6e3
(hmMnbTpa, pasNMyHbIX pasMepoB U 06BEMOB, C pa3/IMYHLIMKN pasMepaMu iaHueB, AN B3POC/bIX U
feTelt (negmaTpuyeckune)

is reflected in full and does not contradict with the data of the manufacturer,
Coloplast A/S.

This Application Guidance can be used to register medical device CpeacTtBa yxoja 3a CTOMOVA
ABYXKOMMOHEHTHbIE HOBOrO MOKONEHUS: CTOMHble MellKn Alterna® apeHMpyemMble, NPo3payHble,
Henpo3payHble, 6e3 PuabTPa, pPasNYHbIX pPasMepoB M 06LEMOB, C Pas3/IMYHbIMK pasMepamm
(hnaHueB, 4NS B3POCbIX W AeTei (NnegnaTpuyeckue)

in the Russian Federation.

Lene Vibeke Jacobsen
RA Coordinator

MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUI H PETHCTPALIMH MELMLMHCKUX U3REM
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r.Mocksa, 2015.
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®naHely, cxeMHbIX MewkoB Alterna® ocHaleH chneuunanbHbIM YIWKOM ANA YAaneHust MeLlKa C
(hnaHua nnacTUHbl M KPeneXHbIM KOJbLIOM-3aLLe/IKOA, KOTOPOe MO3BOMAET HALeXHO 3aKpenuTb
MELIOK Ha NNacTUHEe, He OKasblBasi MPU 3TOM [AaBNEHMS Ha MepPefHtO0 OPIOLLHYH CTEHKY.
KOHCTPYKUMS  KPEMEeXHOro KOfblia-3allenkn MOo3BOMSET MOBOpPauMBaTh CXEMHbI MELIOK Ha
(hnaHue NnacTuHbI B /1060e YA06HOE MOMIOXKEHME.

TMOKMIA CaMOKNEALMIACH 3aKUM  APEHUPYEMBIX CTOMHbIX MeLIKOB Alterna® mnoKpbIT MAMKUM
ryéyatbIM MaTepuasiom Ansi KOMOPTHOrO UCMO/b30BaHNA. 3aXKUM  KIEUTCS Ha ApeHaXKHbIA KOHeL,
MELLKOB, KOTOPbI/i 3aKpyuMBaeTCs BBEPX BOKPYr 3aXMMa. 3aTeM, KOHLbl 3aXKMa 3armbaroTcs B
06paTHOM HamnpaBfeHUN OT MepeaHeli OPIOLIHOMW CTEHKW. JTO 06ecrneynBaeT HaAeXHoe W
FMIMEHNYHOE 3aKPbITUe APEHaXXHOI0 OTBEPCTUA CTOMHOIO MeLLKa.

[ peHvpyemble CTOMHble MELLIK HOBOTO NoKoseHns Alterna® He UMetOT nnbTpa.
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¢ OTKpo#Te KOMBLIO- 3aIIENKY, CIETKA HAKAB H3 38CTCAKKY.

KOJIbI[a MEINKA BBEPX M OT ¢eba.
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Retten i Helsingor

This is to certify that Ms. Lene Vibeke Jacobsen today in my presence at
the Notarial Office approved and signed the above document. No conspicuo-
us corrections or addenda were found in the document.

Ms. Lene Vibeke Jacobsen has proved her identity by showing driving licen-
se.

Court in Elsinore, Denmark, 2015.11.23.

Helle Sandbye Uhb
Notary Public
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HepeBof BbLLOMHW/ NEPeBOAYMK
CtenaHeHko Onecs NaBnoBHa

Mopog Mocksa, Poccuiickas ®efepaums Bcero npoLuHypoBaHo, NPOHYMepPOBaHO
[Bajuatb 4eTBepTOE AeKabps ABe ThiCAUU N CKpensieHo neyvartsto 11 AnCT (-a, -0B)
NATHaALUaToro roga. HoTapuyc

noAanncb

A, KapnuHa [N'anvHa BMKTOpOBHa, HOTapuyc ropoaa
MocCKBbI, CBUAETENLCTBYHO MOA/MHHOCTL NOANUCH,

cienaHHol nepesoaunkom CtenaHeHKO Oneceii FTEPBEOBAA
MaBn10BHOW B MOEM NPUCYTCTBUN. JTAYHOCTL eé MEYATb
yCTaHOB/EHA.

3aperncTpupoBaHo B peecTtpe 3a Ne

B3bickaHO rocnoLuivHel (No Tapuay):
|100 py6. + 600pyo6.

Hotapuy "TEPBEOBAA noArnncChb
MEYATb
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ropog Mocksa, Poccuiickas ®efepaums
[Bajuatb YeTBepTOe AeKabps [Be TbICAYN
NATHaALATOro roja.

A, KapnnHa MannHa BMKTOpoBHa, HOTapuyc ropoja Bcero npoLuHypoBaHo,
MOCKBbI, CBUAETENLCTBYH BEPHOCTb 3TOIN KOMNWM C N CKpenneHo nevartbio 13
NnoA/IMHHUKOM A0KYyMeHTa. B nocnefHem nogymcTok, HoTapuyc

MPUMACOK, 3a48PKHYTBIX C/I0B N MHbIX HEOrOBOPEHHbIX

NenpaBneHNiA NN Kaknx-nmbo 0COBEHHOCTEN HET.

MHoto, nnuy, obpaTMBLLIEMYES 3a e0BEPLUEHNEM
HOTapuanbHOro AeeTBns, Pa3bsiCHEHO, YTO NpK
CBUAETENLCTBOBAHUM BEPHOCTW KOMUWN AOKYMEHTA He
NOATBEPXKAAETCA 3aKOHHOCTb COAEPXKaHMS JOKyMeHTa
1 COOTBETCTBME U3MOXEHHbIX B HEM (haKTOB
[EeNCTBUTENBHOCTH.
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