Ne P3H 2013/220

15 mapra 2813 rox

Hacrosinee peracTPALHORHOC YAOCTOBCRCHHE BLLZALO
«Komonuaer A/Cr», Jasms,

Coloplast A/S, Heltedam 1, 3050 Humicbhaek, Denmark

Y [OATEEPICAAST. UTO MCAHUHHCKOE HIIENKe

Cpe/ieTea yXoa2 3a Kowell ROKDPYI ¢TOMbI Brava u IpHHANICKHOCTH
IPOH3BOJCTHA

«Kouoiaucr A/C», Taus,

Coloplast A/S, Holtedam 1, 3050 Humlebacek, Denmark

MECTO HPOW3BOALTBRAL M. IIPHITOKCIHHE

Kr1ace NOTCHHHATLIOTo preka 1 OKIT93 9800
BiLj1 ME THILHHCKOTO H3ICHIS —

COOTBCTCTBYIOWICE PerHCTPAIHOHIGMY Aocke Mo 36102 or 15.10.2012

B cooTBeTCTEYH ¢ npaKazom Pucsapantaopa o 15 MapTa 2013 roxa Ne 716-11p/13
AOHYWECHO K o0paile 0 Ha TCPPHTOPUH Poceniickoit denepativy.
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No P3E 2013/220 Jher 1

s

I. CpescTsa yxo/a 3a KORCH BOKPYT CTOMBL Brava";

1. Quncrirens Brava® pas vianenus anresneos, enpeii, 50w (Bravaf“'!xdhesive Remover Spray.
50 mb) w Ouscrntenp Brava™ a1% yaaienss aresunon, canetin, 30 wr. (Brava * Adhesive
Remover Wipe. 30 pcs).

2. anATnas 1IeHKa Brava'. cipeil. 50 ah {Brava" Skin Barrier Spray, 50 ml) u SatiuTHas HICHKS
Brava, canderra, 30 T {Brava_dg Skin Barrier Wipe. 30 pes).

3. Tlyapa abeopGupyioman Brava®. 25 1 (Brava® Ostomy Powder. 25 2).

4. ZaumuTHsl KpeM Brava®. 1y6a 60 M { Rrava®™ Skin Barrier Cream, 60 ml).

5. MTacra Brava®™ mng repMeTH3AIN KO- H YPOUPHEMAHKOB B 1010CKE, 1Q nrr. (Bra\'a‘ﬁf Strip
Paste, 10 pes).

6. TacTHYNAN LIACTHIA-IONYKoAbIo Brava”™, 20 mr. (Brava® Elastic Tape, 20 pus).

7 FmmmrHule komniia Brava® momeampyenme, tonupina 2.0 aM Han 4.2 MM (Brava® Mouldable
ting, caliber 2,0 mm or 4.2 mm).

it [T HaneKioCTH:

1 {lese Brava® Ans xano- ¢ YPOTIPHEMHHKUB, CTAHIMPTHBIH PA3MEP KK PA3MED XL (Brava®
3elt {standard size, XL size).

JILTIpou3ROAHTES:

- Coloplast A/S, Holtedam 1, 3050 Humlebaek, Denmark;

- Coloplast Hungary KFT, Buzavirag {J.15, 2800 Tatabanya, Hungary;

- Celoplast Hungary KFT, Coloplast utca 2, 4300 Nyirbator, Hungary:

- Coloplast Ltd., Bao Cheng Rd., Zhuhai T'rec Trade Zone, Zhuhai 519030 Guangdong. China.

IV, &ecTo Npos?BOACTEA:

- Holtedam 1, 3050 Humlebaek, Denmark:

- Buzavirag U.15, 2800 Tatabanya, Hungary:

- Coloplast utca 2, 4300 Nyirbator, Hungary:

- Bao Cheng Rd., Zhuhai Free Trade Zone. Zhuhai 319030 Guangdong, China.
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Bosio pyrosomuteas Perepaiunnod ey

50 HAZEIOPY B chepe IPABOOLPAHCHIRA
15 nyapra 2013 roaa

M.AMypamiko







Ne  pPOCC DK.AI36.H00167

Cpor aeficrana 16.04.2019 5o 15.04.2022

OPFAM O CEPTHOMBALVMI  per. Noe RARU.TTAZ36.

ObmecTso ¢ orpasnuenyoil creercreentoctsio "MEIUATECT".

Oprad no cepruduranyy MeauHekux. winesnf "MEJHUTECT".

ya.Poxaecrsena, 2.5/7, cTpoen.2, noneuenne V, koMuata 7, r.Mockea, Pocens, 107031, 1o, 8495514 64 99, 8
499 246 6716, axc 8 499 246 6716, E-mail meditest@yandex.ru.

BPOAYRIIMA Cpenersa yxona 3a xomell BOXpYr ¢ToMb! Brava if npHHamiexnoctn

{Cwm. Tlpunomenne Ha (1), ks O
Cepulinsifl Boirmes. 034-2014 (KITEC 2008)
: 32.50350.1%0

COOTBETCTEYET TPEBOBAHMAM HOPMATHBHBIX AOKYMEHTOR o
FOCT P 50444-92, TOCT ISO 10993-1-2011, I'OCT P HCO 10993-2-2009, FOCT ISQ 0 TH 893
10993-5-2011, TOCT ISO 10993-10-2011, FOCT P 52770-2016

3006 91 000 0

VSFOTOBYTEAL "Konomnact A/CM.
Anpec: Coloplast A/S, Holtedam 1, 3050 Humleback, Denmark, Hazns. Mecto nponzsonctsa: (Cm. Npunoxenne
Ha 1) '

CEPTHRHIKAT BBIAAK

"Komomnacr A/CY,
Appec: Coiopiast A/S, Holtedam 1, 3050 Humiebaek, Denmark, Janus,

HA OCHOBAHNM Peryuerpannonsoro ynoerosepenns Ne PSH 2613/220 or 15.03.2013r,
Gegepanpioli cyxrbel 1o Banzopy B cdepe 3apascoxpanenns {(POC3IAPABHA J30P);
[Iporoxoaa Texnnveckux Hensrrannit Ne 2019-106.2 o1 18,02.2019r,

I AO «HHHMT», arr. axp. Ne POCC RU.0001.517966;

[IpoToxoa0B TORCHKOIOrHyekHX uecnegonannii Ne 44MT/O681 or 28.02.2019r,

JHL Q00 «IIKK OHIly, arr. axp. Noe POCC RU.0001.21PK75.
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CHCTEMA CEPTHOUWRAILAN TO
PELLPATBHOL ATEHTCTBO HO TEXIHTUECROMY PEIYVINPOR:

CT P
PORARII 1 METPOSOTI

Tiepevyess KOHKPETHON TPOAVRIINN, U2 KOTORYIO DAaCcRROCTRARISTCH

Kon OR
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K ceprugurary coorpercTaas No POCC DK.AJI36.H00167

Aeficrene C{%’g}“{iﬁi}%ﬁ{&’ﬁ'é}. CHOTRESTUTEIS

Hanuenonane i1 oBoIHauenns
APROAVEHHE, €0 H3rgTeBHTEAR

UDosmanenine ADRYMEHTa i,
B0 HOTOROR SREVOREETOR BROATRINY

CpencTBa VX042 32 KoKeH BOKPY! CTOMBI Brava 4 ApHIIIemuocTh

[, Cpesncysa yxoaa 38 KOOKell BOKPYT CTOMB Brava®:

1. OuncTaTeny Brava® aan VARICHHS aare3Hson, onpel, 30 st (Brava® Adhesive
Remover Spray, 30 ml) u Ouucturent Bravall ans yaaneHus axre3usos,
caneriy, 30 wr. (Brava® Adhesive Remover Wipe, 30 pes).

2. Jauursas nresxa Brava®, cripedi, $0 m (Brava® Skin Barrier Spray, 30 mlj n
SamuTHag 1ienka Brava®, canberics, 30 wr. {Brava® Skin Barrier Wipe, 30 pes).
3. [lyapa aGcopbupyiowas Brava®, 25 r (Brava® Ostomy Powder, 25 g).

4, Bawrstit kpe Brava®, 1y6a 60 Ma (Brava® Skin Barrier Cream, 60 ml}.

5. TlacTa Brava® Ami repMeTHIALUH KANO- H YPONPHEMHUKOB B ITONOCKE, 10 wr.
{Brava® Strip Paste, 10 pes).

6. yTacTHUHAS IIACTHHa-I0AYROALO Brava®, 20 . (Brava® Elastic Tape, 20
pesl.

7. Jawrasie koabua Brava® mogeaupyempie, ronuuHa 2,0 My Hii 4,2 nne
(Brava® Mouldable Ring, caliber 2.0 mm or 4,2 mm}.

[1. TiprEAAASKHOCTH:

1. TTosc Brava® s Kaio- 1 yponpHEeMUHKOB, CTARHAAPTHbI PASNEP Wil pasMep
XL (Brava® Belt {standard size, XL size).

[MpouspoauTess:

- Coloplast A/S, Holtedam 1, 3050 Humleback, Denmark;

- Coloplast Hungary KFT, Buzavirag U.15, 2800 Tatabanya, Hungary;

- Coloplast Hungary KFT, Celoplast utca 2, 4300 Nyirbator, Hungary;

- Coloplast Ltd., Bao Cheng Rd., Zhuhai Free Trade Zone, Zhuhai 519030
Guangdong, China.

MecTo RPoM3BOACTRE!

- Holtedam 1, 3050 Humlebaek, Denmark;

- Buzavirag U.15, 2800 Tatabanya, Hungary;

- Coloplast utca 2, 4300 Nyirbator, Hungary;

- Bao Cheng Rd., Zhuhai Free Trade Zone, Zhuhai 5 19030 Guangdong, China
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