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TUVRheinland

EC Certificate
‘Directive 93/42/EEC Annex ll, excluding Section 4
| Full Quality Assurangce System

{ | Medical Devices

Registration No.: HD 60140020 0001

Report No.: 26300232 013

Manufacturer: ZARYS International Group
Spoétka z ograniczong odpgwiedzialnoscia,
spotka komandytowa
ul. Pod Borem 18

41-808 Zabrze
Polska
Products: (see attachments for prodiicts and site included)
~ Expiry Date: 2024-05-27

93/42/EEC have been met for the listed products. The above named manufacturer has established

and applies a quality assurance system, which is subject to periodic surveillance, defined by Annex I,
section 5 of the aforementioned directive. For placing on the market of class Ill devices covered by
this certificate an EC design-examination certificate accorfling to Annex Il, section 4 is required.

e
LGA P, ™
\sﬁd 'o"e‘a g

The Notified Body hereby declares that the requirements IAnnex Il, excluding section 4 of the directive

i Notified Body
| Effective Date: 2019-07-08

OVRheinland | |
Date: 2019-07-08 :
Rafal Byczkowski N '

TUV Rheinland LGA Products GmhH - TillystraRe 2 - 90431 Niirnberg
TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197.
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d ®
TUVRheinland

TUV Rheinland b By il
LGA Products| GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: HD 60140020 0001

Report No.: 26300232 013
Manufacturer: ZARYS International Group

Spétka z ograniczong pdpowiedzialno$cia,
spotka komandytowa
ul. Pod Borem 18
41-808 Zabrze
Polska

Site included:

ZARYS International Group

Spolka z ograniczona odpowiedzialnoscia,
spelka komandytowa

ul. Gustawa Eiffel'a 15

44-109 Gliwice

Poland

Activity: Production

Notified Body

Date: 2019-07-08 w150
Rafal Byczkowski

\_
|
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EC Declaration of Conformity

EC Declaration of Conformity Class I d

Manufacturer: Ultragel Hungary 2000 Ltd,
Manufacturer's Address: HU 1023 Budapest, Bécsi
Device/s: Ultrasound gels,

Aquaultra Basic

Aqusultra Clear

Aquaultra Aloe

HYPERSCAN100

Aqua-VET

Aqua-LUB

Aqua-LUB20

Aqua-LUBS

EC Product Class: Class | in accordance with Anne}

Declaration of Conformity

Ultragel Hungary 2000 Ltd. declares that
Council Directive 93/42/EEC dated 14 Ju
and it is in accordance with EN
Regulations.

ne 1993 and
ISO 9001:2008, as

Ultragel Hunga

Quality Management System to ensure continued adeq

Ultragel Hungary 2000 Ltd. confi

rms that no medicinal
the Device Schedule.

Ultragel Hungary 2000 Ltd.
essential requirements and
endanger the patient, the op!

Ultragel Hungary 2000 Ltd. E

grees to inform the appoi
change to the Quality Manage

ment System.

Signed by the Ultragel Hungary 2000 Ltd. designated re

Name: _ Komaro my Balazs

Date: 04.05.2017,

Ultrasound g4

ry 2000 Ltd. agrees to develop, implen

agrees In EC Council Dir
provides capabilities intend
erator or other person in thd

Title: Mana|

gvices to Medical Devices Directive 93/42/EEC

ut 4,

kK IX, Rule 1.

tls listed above conform to the relevant
EC Council Directive 2007/47/EC date:
implemented by the European Unio

provisions of the EC
d 5 September 2007
n's Medical Devices

ent and maintain a formall

y-recognised EN SO 9001:2008
Wacy and efficacy.

products/drugs are incorporated in any devices covered by

pctive 93/42/EEC dated 14
ed by the manufacturer.
health and safety.

June 1993 appendix meets the
Under normal conditions will not

Nted Notified Body of any planned or unplanned substantial

presentative:

bing director

L

L

’\\ : %
\\:atrugei Hungary 2000 i{ﬁ
Sz.h.: 1023 Budm;,ﬁ:-' cht 4
Adésrd!\y j 18 GQJ(: :: ';‘fi 020021
Banksz.: 10300002 l-‘,a.a 14636

L

Ultragel Hungary 2000 Kft,

(< 1023 Budapest Bécsi it 4.
2 info@ultragel.hu

& +36 1278 3050
= wyww.ultragel.hu




Manufacturer: Ultragel Hungary 2000 Ltd. :
Manufacturer's Address: HU 1023 Budapest, Bécsi at 4,

Devicels: ECG Gels ContiGel ECG&EEG gel
ContiGel ECG&EEG&DEF I gel
ContiGel plus EQG&EEG&DEF] gel

ContiCream EC(] &EEG&EMG gel
EC Product Class: Class | in accordance wjth Annex IX, Rule 1.

Declaratio_n of Coni'-ormity

Ultragel Hungary 2000 Ltd. declares that ECG gels listed above conform to the relevant
provisions of the EC Council Directive 93/42/HEC dated 14 June 1993 and EC Council Directive
2007/47/EC dated 5 September 2007 ang | is in accordance with EN I1SO 9001:2008, as
implemented by the European Union's Medica Devices Regulations.

Ultragel Hungary 2000 Ltd. agrees to develdp, implement and maintain a formally-recognised
EN ISO 9001:2008 Quality Management Systgm to ensure continued adequacy and efficacy.

Ultragel Hungary 2000 Ltd. confirms that no fedicinal products/drugs are incorporated in any
devices covered by the Device Schedule.

ouncil Directive 93/42/EEC dated 14 June 1993

 and provides Capabilities intended by the
manufacturer. Under normal conditions will not endanger the patient, the operator or other person

Ultragel Hungary 2000 Ltd. agrees to inform|the appointed Notified Bod

y of any planned or
unplanned substantial change to the Quality Management System.

Signed by the Ultragel Hungary 2000 Ltd. desiqg ated representative:

Name: —_Komaromy Balazs Tife:

Date: 01.07.201s.

P

\'Emfragei Hungary Ei}l}ﬁ Kh

¢

|21
A

Ultragel Hungary 2000 Kft,

£ 1023 Budapest Bécsi ut 4. B +36 1 278 3050
B info@ultragel.hu = www.ultragel.hy




TUV Rheinland

LGA Products
TillystraBe 2, 90431

Attachment to

Certificate

Registration No.: DD 60139535 0001
Report No.: 26300232 017
Manufacturer: ZARYS International G

Spolka z ograniczona
spolka komandytowa
ul. Pod Borem 18
41-808 Zabrze

Polska

Products included:

ZARYS International Group

Spolka z ograniczona odpowiedzialnoscia,
spolka komandytowa

ul. Gustawa Eiffel'a 15

44-109 Gliwice

Poland

Activity: Production

Date: 2019-05-27

e oo et

TUVRheinland

Doc. 6/6, Rev.

GmbH
| Niirnberg

oup
dpowiedzialnoscia,

Notified Body |/
/<X
vl

Rpfal Byczkowski




TUVRheinland

TUV Rheinland Doc. 4/6, Rev. 0
LGA Products GmbH
TillystraBe 2, 90431|Niirnberg

Attachment to

Certificate

Registration No.: DD 60139535 0001

Report No.: 26300232 017
Manufacturer: ZARYS International Grpup

Spolka z ograniczona ofipowiedzialnoscia,
spolka komandytowa
ul. Pod Borem 18
41-808 Zabrze

Polska

Products included: '

|
|
|
|
|

For the following medical devices the scopp covers
only the aspects of manufacture concerned ith
securing and maintaining sterile conditionk:

- Adhesive cannulla fixation dressings
- Adhesive wound dressings

- Eye pads

- Incise films

- Transparent film dressings
- Foam dressings

- Absorbent wound dressings
- Surgical gowns

- Surgical drapes

- Sets of surgical drapes

- Fluid collection pouches

- Nelaton catheters

Notified Body

Date: 2019-05-27

Rafal Byczkowski




TUV Rheinl
LGA Products
TillystraBe 2, 9043

Attachment to

Certificate

Registration No.: DD 60139535 0001
Report No.: 26300232 017
Manufacturer: ZARYS International Grf

nd Doc.
mbH
Niirnberg

oup

Spolka z ograniczona gdpowiedzialnoscia,

spolka komandytowa
ul. Pod Borem 18
41-808 Zabrze

Polska

Products included:

- Sterile endotracheal tubes

- Sterile tracheostomy tubes

- Sterile breathing circuits

- Sterile catheter mounts

- Non-sterile anaesthetic masks

- Sterile laryngeal masks

- Sterile oxygen masks

- Sterile Multi-Vent masks

- Sterile non-rebreath masks

- Sterile nebulizer masks

- Sterile nasal oxygen cannulas

- Sterile nebulizer sets

- Sterile oxygen tubing

- Sterile suction catheters

- Sterile abdominal drains

- Sterile feeding tubes

- Sterile stomach and duodenal tubes
- Sterile urology catheters

- Sterile surgical suction sets

- Sterile surgical suction cannulas
- Sterile syringes for single use

Date: 2019-05-27

(Notified Body

e

|Rafal Byczkowski




Manufacturer:

Products:

Expiry Date:

The Notified Body hereby declares that the requirements of|

assurance system, which is subject to periodic surveillanc

EC Certificate

Directive 93/42/EEC
Production Quality
Medical Devic

Registration No.:

Report No.:

ZARYS International Group
Spolka z ograniczona odpow
spolka komandytowa
ul. Pod Borem 18
41-808 Zabrze
Polska

(see attachments for produg

Replaces EC Certificate, Rggistration No.:

2024-05-27

TOVRheinland

nnex V
urance
s

DD 60[139535 0001
26300R32 017

iedzialnoscia,

ts and sites included)

DD 60117020 0001

Annex V of the directive 93/42/EEC have

defined by Annex V, section 4 of the

been met for the listed products. The above named manuflturer has established and applies a quality

aforementioned directive. For placing on the market of cla
certificate an EC type-examination certificate according to 4

Effective Date:

Date:

TOV Rheinland LGA Products GmbH - Tillystralie 2 - 90431 Niirnberg

2019-06-08

2019-05-27

TUV Rheinland LGA Products GmbH is a Notifigd

concerning medical devices with the

Annex lll is required.

lib and class Il devices covered by this

Notified Body

Rafal Byczkowski

Body according to Directive 93/42/EEC
identification number 0197.
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MINISTERUL SANATATII, MUNCHI ‘ DOCUMENTATIE MEDICALA / o 4 ;-.
$| PROTECTIEI SOCIALE SOCAMEIIAINA MEDIEPHLA (egwtyun henidn

AL REPUBLICH MOLDOVA APROSAT DE MSMPS 3l RM / yreepsaena MITC3 PM =
MUHWUCTEPCTRO 3[PAROOXPAHEHUR, TPYIA 31.10.41 Nr. 828 .

" MANBHOM AWNTL! PECNYBAMKIA MONOBA Genlrul de Tnoercés de laborator acreditat de cétre

A NATIONALA PENTRU SANATATE PUBLICA|  oncrrenus rtoparops e smesmcmmmst

HALIMORATISHOE ATENTCTEO OBUIECTBEHHOTD JI0POBA vt s MOCAC,
{ nr. i vE na la 16.02.2022
MD-2028, mun. Chisinau, str. Gheorghe. Asachi, 67-a Acreditat Tn Sistemul Ministerulul Sanatati, Muncil

Tel. + 373 22 674501, fax + 373 22 720725 Prolecpe: Sociale af RM i
IDNO 1018801000021 Emwm"ma;;un 8 m;;;:n WutucTeporaa 3pascorpavensd, Tiyaa » e
n & 7 g S OueATHGR BauMTe ytinuen Monpona s

B PO T ST g Certficat rv. 2293 din 24.10.2014, valabil pnd | 24.10.2019 <

2 AVIZ SANITAR 1973/ 007 2
ODUSELE ALIMENTARE SI NEA TARE Nr. 4 3/ f G
Canmapnoe waxmonenue o r U HenuesHIx Wm y

“ g 3 ..

om jg iulie ale. 2019 ¥
Prin prezentul aviz sanitar se confirméa ca producerea, tul, utilizarea i desfacerea produselor / echipamenteior
HAcmoRILUM CEHUMBDHLIM SAKIHERUIGH NOOMEBmMIBEMCH, Ymo | G603, UCTIONLICAaNUE 1 PBARLISUURA npodyxuuy / obopydoearis .".;i.ﬁ

Reactivi de diagnostic — Azopiram pentryy 100 ml solufie gata, indicatori pentru controlul stcnitti‘;n

pachete pentru sterilizare anexa! %
sunt conforme Regulamentului (lor) sanitar (e) / canumapromy (M) peanamerry (am) (se va indica &
denumirea completd a Regulamentului (lor) sanitar () / y FIONHOE HALMEHOBAWLIO CAHUMEPHOEZO (bixX) PEEnamMenma (08} -
Indicatii Metodice nr.29 FT/1683 din 14.05.01, Directiva Europeand 93/42/EEC privind
dispozitivele medicale o

| opaasuzaUuR NPOUSE/UMTIOPMEP, CMPAHE NPOLICXAXDeHUS 357, 4

Federatia Rusd, ZAO "MEDTEST”

M-INTER-FARMA" SA, Moldova, Chisirjau, str. Grenoble, 23 |
entului (lor) sanitar {(e) mentionat (e) a servit /

Ocrosarem s MPUIHAKUA NEOSYKHUU YKAIGHHOMY (LiM) Carumag ;,;mmmm(w)mmm
Demers, contract nr.01/KIII din 11 @42618 fmmn pasapoarte de conformitate, legitimatii de inregistra

el sanitar nr.571 dm rilor de laborator nr. 4226 din 22072019

ey
i

Domeniu de utilizare / Ofinacme npuMeHeHus;

Conditiile necesare de utilizare, depozitare, t

UCTIONBIOBAHUA, XDAHEHUS, IMPaHCHIOPIMUPDOBKU, Mepb) 66
importul, plasarea pe piafa in conditiile f
mwmmmwmwcaum




Cepus Ne © /%

n Peaynurars:
] aHanuaa

1. BHewHuit Bug
1.1, Avnonupun Coomgememeyem
1.2. CraBunusatop Coomeememeyem
1.3. AHArMH consHoRMenbil
2. TexHmyeckue xapakTepHCTHKM
21, UyBCTBUTENSHOCTE,  MONOKMTENLHEN {|1: 100000 Coomeemcme yem
DEAKLIMA NPU Pa3BEEHUM KDOBY, He MeHee
2.2. Bpems BIXONA Ha YCTOMMBRIE NOKada: i Coomeemcmeyem
HAR, MiH., He Bonee
3akmouenue: Habop coorsercTeyer tpeGospruam TY 9398-248-27511906-02

Rara cocraenerms nacnopra:

1




mMEnTECT Popma NC-1
AOQ 'fM‘el:gc.'r,:'.. ;9‘1'0:}5.'6 -Metepbypr, yn. Pa3weaxan, 4.5 |nnt.A, 1./ (812) 572-23-85
NMACMOPT COPTBETCTBUA
MHAMKaTOp XUMUYECKUA O HOPa30BOro NPUMeHeHus
ANA KOHTPONA npougccos crepunuaanimn
"Mearect"-134°Cj20 MWH, Knacc 4
HPWM.932421.005 NC
Knacc ucnontenus no MOCT ISO 11140-1-2011 — 4 {Mhoronepemennb:e)
Homep roc. pernctpaumv Ne®CP 2012/13342 ot 12.12{2017 Cepua Ne | 060919
TY 9398-014-53262326-2012 flata usrotesnexnus | 09 2019
:; Mokazarenu THeGosaHua TY PesynbraThl aHanuaa
1 2 3 4
CooTgercTBue BHeWHEro BUaa 41, 128 128,126 127,
" | wnauatopa 1281214, 1.2.14. 1.2.15, 12,16, 2 N el
Coorsercraue cocrasa
2 ynakoBku, komnnexkty HTH, 13,146,147, coorBeTcTByeT
MapKMpOBKM I
CoorseTcTBMe UBETOBON [
3 ramMMbl TEPMOMHAWKATOPHOM M 1.2.20. coorBeTcTBYyeT
UBETOBOW MeTOK MHAMKATOpPa
CooreercTaue B ycnosusx
4 FapaHTUPOBAHHOIO AOCTHKEHUA 1.2.20. cooTBeTCTBYyeT
KOHEYHOTO COCTORHUSA
Mposepka HecooTBeTcTEUA B
5 YCROBUSAX HeRoCTHNeHUs 1.2.21. cooTBeTCTBYyeT
KOH@YHOro COCTOAHUA B CYXOM
ropayem BO3ayxe
6 Cpok rogHocTu 1.2.44. COoOTBETCTBY®T
36 mecsiuel C AaThl M3roTOBNEHUS
Ucnbitanus, nosepku npoBeaeHbl B o6beme npemMo-caaTouHbIX NCNbITAHMIA
3aknwveHue:
Npodykyus coomeemcmayem HOPMamueHbIM m;:rtsoeauunm, TY 9358-014-53262326-2012, FOCT
ISO 11140-1-2011, 206Ha « ucnonb3oeanuro 8 coonleememeut ¢ HasHaveHueM u obnacmero
npumexreHus,
a7
Havanshuk XTY LZL— ma. BopoTtHuukan
i 4
ri
Komnnekrauuio 8 cogteeTcTamy 7
C 3aKas - Hapsgom ngdsepun W
HavansHuk ynakosoydoro yqactka _ (7 W.H Heuaesa
)

. Ortnyck paspewmn
" Havanbhuk npouss

CTBa

/; f{ug}r .-"/




VIMEATECT

©®opma NC-1
AO ‘FM-e:;;;c-T'?',' 1'5;1-0?)5.,6 -Netepbypr, yn. Pasveaxan, A .|nut A r/g (812) 572-23-95
MACMNOPT ¢ OTBETCTBUSA
MHAHK&TOp XUMUYecKknin HOpa30Boro NPUMEHEHNR
palpis! KOHTpons npoyeccos c:Tepmnmauw.
"Megnrecrt"-134° 18 MuH, knacc 4
HPUM.
Knacc ucnonuenus no NOCT ISO 11140-1-2011 - 4 (" oronepemeHHbie)
Homep roc. peructpayuu Ned CpP 2012/13342 ot 12.12.2017 r. Cepus Ne | 050919
TY 9398-014-53262326-2012 Aata usrotosnenns | 09 2019
e e SRS R i SR - it
- T ]
oy Mokaszarenu HeBosanua TY Pesynbrarhl ananuaa
3 2 ] 3 , 4 b
Coorgercraue BHeWHero Buaa 121, 128,125,126, t2rll |
" | wnankavopa 128, 1.2.10, 1.2.14., 1.2.15., 1.2 16, 0t i
Cooreercreue cocrana
2 ynaKkoBku, komnsekry HTA, 18,146, 147 cooTBevcrByer ‘
MapKUpoBKK
Cooteercreue LBETOBOM ’
{ 3 FaMMe! TepmonHgUKaTopHO#H U 1.2.20, cooTBeTcTBYyeET ,
| UBETOBOW MeTOK HAMKaTopa | !
Cootsercreue ycnosusx
4 F@paHTupoBaHHOro AocTHKEeHUS 1.2.20. coorBercrByer
KOHeYHOTO COCTORHKS e L
MNposepka HEeCOOTBETCTBUA B 1
5 YCnoBuAX HepocTHKeHus 1.2.21 coorTBeTCTBYeET
KOHeuHoro cocronmus B cyxom
ropsyem Boa.qyxe
6 Cpok rogHocTh i 1.2.44 cooTBeTcTByeT
36 mecsiued ¢ gate 3roTosneHus

Ucneitanus, MOBEpPKM nposefeHtl B 06beme np

3akniovexue:

Mpodykyus coomeemcmeyem HopmamueHneim mp
ISO 11140-1-201 1, 200Ha k ucnonszoeanur e coo

npumerenus,

Havanbhuk XTY

Komnnekraumio B coo Eercrauu
C 3axas - Hapagom np epun
HavansHuk ynakosoy Pro yyacrka

Ornyck paspewmun
HavyansHuk npovssofdrea

EMO-CAATOYHBIX UCNLITAHU

0BaHUAM, TV9398-014~53262326-2012, rocr
ememeuu ¢ HasHaveHuem u obnacmasro




mMEnTEcT Popma NC-1

CANKY -NETEPEYPT

AQ "Meartect”, 181002, C.-Netepbypr, yn. Pasveaxan, 4.5 fnur.A T.¢: (812) 572-23-95

MACNOPT COPTBETCTBUA

VIHAMKATOP XUMUYECKUIA OfHOPA3OBOrO NPUMEHEHMS
ANSA KOHTPONS NPOUGCCOB CTEPUU3aLIn

"Meatect"-134°C/4 Mmun
21.005 NC

Knacc ucnonxerus no MOCT ISO 11140-1-2011 — 4 (MH—!OI’OH&D&MGHHNG)

Homep roc. pernctpauun NedCP 2009/05786 ot 14.12|2017 Cepus Ne 040919
TY 9398-008-53262326-2009 [lata uarotoBneHus 09 2019
I
:ﬁ‘ Mokasartenwu TpeGosanus TY PesynbTarbl aHanusa
1 2 3 4
1 CooTBercTBue BHewWHero Buaa 1%, 128,128, 1.26. 1241, coormercreyer
MHAMKaTOpa 1.2.16.
CoorBercreune cocrasa
2 ynakoBku, komnnekty HT[, 13,146, 14.7. coorBeTCTBYET
MapKUPOBKH

CoorBetcraue uBeToBoM h

3 rammbl TEPMOMHAMKATOPHOM U 12.20., 1.2.24. coorBercrayer
UBETOBOW METOK MHAMKaTOpa
CooTtsercraune B ycnosuax

4 rapaHTUPOBAHHOIO AOCTUMEHUA 1.2.24, | COOTBETCTBYET
KOHEYHOIro COCTOAHUA I

MNposepka HecooTBeTCTBUA B

5 | xomeworo cocrommun s B My

HacblWeHHOM nape

I'Ipoaepxa HECOOTBETCTBHA B
6 YCNOBUAX HEJOCTUKEHUA

ercreyer
KOHEYHOro COCTOSIHUSA B CYXOM P22, 1228 . y
ropsivem sosgyxe
T Cpok rogHocTu 1232 cooTBeTCTBYeT
36 mecALed C AaThl U3rOTOBNEHUA

WcneiTanua, nosepku nposedeHsl B o6beme ngpemMo-caaToOYHbIX NCBITAHUE

3aknoveHue:

Mpodyxyus coomeemcme yem HopmamueHbIM m;nﬁoeauunu, TY 9398-008-53262326-2009, rOCT
00

ISO 11140-1-2011, 200Ha k UcrnonbL308aHUK 8 ¢ 8@MCMeUU ¢ HalHavYeAUeM U o6nacmesro
npumeHeHus,

HavanbHuk XTY

C 3aKa3 - HapagoM NPpdBepUn

Komnnekraumio B co% [BETCTBUAK
Hauanbruk ynakosoysoro y4acTka

Otnyck paspewmun
HavuanebHuk nponseqgcrea




VIMEATECT

ANKTY.NETErPEYPT

AO "Meprtect”, 191002, C.-MetepBypr, yn. Pasvesxan, A.

Dopma NC-1

nut A, nowm. 8H-B2, T/ (812) §72-23-95

MACMOPT CQ
NakeT ana naposown, BO3AYWHOW, aTUNet

KOMBUHUPOBaKHLIK camoknes

DTBETCTBUSA

KCUAHOW, PAAMAaUMOHHOM CTePUNU3aLMM
ves nnockui MNCMNB-CrepuMar

HPWM.833T19-003NC
60x100; 75x150; T15%200; QOlL'IO; 90x180; 90x230; 90x250;
100x200; 100x210; 100x250; 100x300; 100x320; 100x400; Homep roc.
Kog/unopaamep (mm): i perucTpaumnu:
NCNB-CrepuMar 100x500; 115x200; 115x245: 130x250; 130x270; 130x370; Ne ©®CP 2010/08882
. ; " > y : : or 06.09.2017 r.
140x200; 140x250; 140x390; [[150%250; 150x280; 150x300; TY 8398-011-
150x350; 150x400; 150x600; [[190x330; 190x340; 200x300; 82262326-2010
200x330; 200x400; 230x280; [230x350; 250x320; 250x360 ;
250x400; 250x440; 250x%500; [[300x350; 300x400; 300x%430;
300x450; 300x500: 300x600; [350x400: 350x470; 350%500;
350x600; 400x600; 450x500; }450x550 ; 500x600
Cepuiinbiii Bhimyck.
Harty wsroroaenus CMOTPH Ha YHAKOBKe,
Ne o Pesynertarh
aln Mokasarens MyHkrTol frpeGosanni TY g g
1 2 | 4
1 CooTBercTBMe BHelWHero Buaa ek 1.24] 1.26,127. 128 coomseemecmeyem
2 Mapkuposka 1.4.5. coomeemecmayem
CooTsercreue cocrasa
’ Komnnekty HT[] 13. coomeemcmeyem
Mpoeepka yeroiuusocTy
- IcoBmecTumocTH/ k thakTopam 1.2,13. coomeememsyem
CTepunulaymum
Mposepka coxpannocTu
5 MUKPOBHOFO 6apuepa 1.2.14, coomeemcmsyem
Coortsercrane useton HavaneHoro,
6 KOH@YHOro COCTORHUA 1.24. coomeemecmsyem
WHOWKATOPHOW MeTKM
7 Cpok rogHocTu NPU XpaHeHuu: 80 mecsues|¢ aatel MaroTosneHus coomeemecmeyem

3aknoveHune:

nPOAYI(uHH cooTBeTcTByer HOPpMaTUBHbIM TPQSOSRHMRM. roaHa K HCNONb30BaHUW B COOTBETCTEBMMU C HAIHAYEHUEM

U oBnacruio NpUMeHeHus,

Otnyck paapewun
HavanbHuk XTY

C 3aKaa - HapsnoM np
Havansnuk ynakosousdro
Ormyck paspewnn
Havanshuk npoussog, CTBa

Komrinexraumio B coo TCTBUN
pyn
d

y4acTka




EMEATECT ®opma NC-1

Glnll’-l‘t"’l’il’f’

AQ "Mearecr”, 191002, C.-MetepSypr. yn. Passesxas, AP [nuT.A T /b (812) 572-23-95

MACMOPT C

WHavkaTop xummyeckuii

e

DTBETCTBUA

HOPa3oBoro npumeHeHuns

ANs KOHTpONs npoyeccos cTepunusauum
134°C/7 mun
HPM.93R821.005 NG

Knacc uenonxerus no I OCT ISO 11140-1-2011 - 4 ( MHOrONepeMeHHbie)

Homep roc. PerucTpaumu NedCP 2009/05786 ot 14.1p 2017 Cepus Ne 130919
TY 9398-008-53262326-2009 Aata uarotoenenus 09 2019
Ne |
hra Mokasarenu 1 #QGOBQHHR TY PesynuTarel aHanuaa
i 2 ] 4
1 Cootsercraue BHewnero BuLa 12.1,1203,1.25. 129, 1244, coormercrayer
MHAOMKaTOpa 1.2.16.
Cootsercreue cocrasa
2 ynakosku, komnnekty HT[, 18,1486, 147 coorservcreyer
MapkupoBku -
Cooteercreue useToson
3 FaMMbl TEPMOUHAKKATOPHOM U 220.,1.224 coorBeTcTByeT
[ UBETOBOW MeTOK MHOMKaTOpa sl
| CooTeercreune B ycnosuax |
4 FaPaHTUPOBAHHOIO ACCTUKEHMS 1.2.24. coorBevTcTByer

KOHEYHOI0 COCTORAHMSA
Mposepka HecooTseTcTEIS B
5 YCNOBUAX HefoCTUHEHUS 1
KOHEYHOro cocTosHMA B

HacbllWeHHOM nape
Nposepka HecoorBeTCTRUS B

6 | YonoBuax HeaocTuxenms 1222, 1.2.26. COOTBETCTBYeT
KOHe4YHOoro COCTOAHKUA B chOM

ropsiyem Bosgyxe

12.25.,1.2.27. cooTBeTcTByeT

. SO, S

7 Cpok rogHocrTu 12.32

CoOTBeTCTBYET
36 Mecnueb C OaThl U3rOTOBNEHUR u y

SRS

UcneiTanus, NOBEpKU NposegeHsl B 06beme nquemo-cnamwux MCnbITaHun

3aknoyeHue:

Mpodykyun coomeememe yem HopmamueHbiM mp) 6osarnusm, TY 9398-008-53262326-2009, FOCT

ISO 11140-1-201 1, 200Ha k ucnonw3oeanuro e coonyeemcmeuy C HasHawexnuem u obnacmeio
npumeHeHus.

HavanbHuk XTY “MA. BopoTHuukas

Komnnekraumo B cod 1seTcTBum
C 3akas - Hapaaom nggeepun
HavansHuk ynakoso. HOro y4acrka

. Otnyex paspetwun
. Havanbhuk npoussocTsa




EMERTECT dopma NC-1

CANNT .- NETEPEYPF

AQ "MeagTect”, 181002, C.-Netepbypr, yn. Paswveaxan, 4.5, lnur. A, T.0d: (812) 572-23-95

NACNOPT COQOTBETCTBUA

WHavkaTop xumuseckuii ogHopasosoro NPUMEHEHUS
AN KOHTPONS NPOLELCOB CTEPUNM3aLg

"Mentect"-134°C/5 MuH
HPWM.9328R1.005 NC

Knacc ucnonnenus no FOCT ISO 11140-1-2011 — 4 (Mhoronepeueuwbse)

Homep roc. peructpauuu Ne®CP 2009/05786 ot 14.12|R017 Cepus Ne | 240919
TY 9398-008-53262326-2009 Oara usrorosnenus | 09 2019
N& ain Mokasarenwu TpeGosanuna TY PesynbTarbi avanuaa
1 2 3 : 4
1 CooTeercTBue BHRWHEro BUAa ety 1.2 1.2:8.,1.29., 1.2.41., coorBercTayer
WHOUWKaTopa 1.2.16.
Coorsercreue cocraea
2 ynakoBku, komnnekty HT[, 19,146,147 cooTBercTByer
MapKupoBKK
Coorsercreue uBeToBOM
3 raMMbl TEPMOUHAMKATOPHOR U M2.20,6 1224 cooTBeTCTBYET

UBETOBOW METOK MHAWKATOpa

Cootsercreue 8 ycnosusax
4 FRPRUTEPDRUNOrD 1.2.24. cooTBercTByeT
AOCTHKEHUA KOHEYHOTO

COCTOSHUA

MNposepka HecooTBeTCTBUA

5 YCNOBUAX HEAOCTHKEeHUs fl2.25, 1.2.27. cooTBeTcTByeET
KOHEYHOr0 COCTORHMUA B

HackiWeHHOM nape

F’Epoa&pxa HeCOOTBETCTBUSA B

. YCNOBURAX HEAOCTMKEHUS
22.,1.2.28. COOTBETCTBYET
8 KOHEUHOTO COCTORHUSA B CyXOoM 12.22.,1.2.26 y

ropsayeM Bosayxe

z 1.2.32.
! Cpox rganocT 36 Mecsugp ¢ AaThi U3roTOBNEHUS

cooTBeTCTBYyeT

WeneiTanua, noeepku nposegeHs B 06beme NAYREMO-CAATOUHBIX UCNBITAHUNA

3aknioyenue:

Mpodyxyus coomeemcmeyem HOPMamueHbIM mﬁﬁosanunm’, TY 9398-008-53262326-2009, rOCT

I1SO 11140-1-2011, 200Ha k ucnonbL3oeanulo 8 coomBemcmeuu ¢ HasHavyeHueM u o6nacmsio
npumMeHeHus.

HavanbHuk XTY

Komnnexkrauuio 8 cod Krmauw
C 3aKas - HapAaoM npdsepun
HauyaneHuk ynakosoqHoro yqacTka

Otnyck paspewmn
HauansHuk npowssogcTea




VIMEQTECT

CAHKT .NETRPEY P I ! .
AQ "MeaTect", 191002, C -Merep6ypr, yn. Pasveaxan, ,.14;‘5 T AT idh.: (812) §72-23.95

Popma NC-1

NACNOPT CIOOTBETCTBUS

Unaukarop XUMUYeCKUi oiHOP#3080r0 NpuMeHekus nns koxTpons
NapoBOW CTepunusauuu nc-Bl-u01-"Me.qrecr"-132120

Knacc uenonkenus no rOCT ISO 11140-1-2011 - 4 (

e
8
o
£ ]
_§
=
L]
pe
e
T
2.

Homep roc. perucrpaumn Ne ®CP 2010/09764 ot 286.
TY 9398-003-53262326-2006

.2018r Cepus No | 240919

Hara narotosnerun 09 2019

Ne¢ nin Nokasarenu Homepauhyﬂxroa TpeGoBaHun TY PesynbTraTkl aHanuaa
1 2 3 4
CoorBercTeue cocTama i
+ Y B cooTBeTCTBYET
1 komnnekty HTA 20, 1.23, 131, 189 o y
2 Mapkupoeka 1.4. cooTBeTcTByeT
3 Cootsercraue rabaputHiix 124,128 126,127,128, 129, cooTetcTayer
paimepos, BHewHero Buga 1410,
Yerouyusoets k BO34eACTBUIO
4 CTepPUNU3ywmx thakropos 8 1247, cooTBeTCcTBYyeT
YCNOBMAX OTCYTCTBUA napa
CootsercreMe
IKCNNYaTaUNOHHBIX KaYecTs
2414, A6 12 cooTBEeTCTBYET
9 HHOKKATOPOB B pernaMeHTHbIX 1414.1.215. 1216 y
3HAYEHURAX |
6 Cpok rogHocTu 1221, cooTBeTCcTBYyeT
36 mecayes ¢ garthi narotosneHus

Wensitanug, NoBepku nposegeHsl 8 o6veme NMPEAYRABUTENLCKUX UCNBITAHUA

3aknoyenne:

ﬂponyxuun COOTBETCTEVGT HOPMaTUBHbIM Tpeﬁoaauuﬂ rogua k MCNONb3oBaHUIO B COOTBeTCTEMMU
HalHaveHuem u o6nacTeio NPUMEHEHUA,

Havansuuk XTY L : M.A. Bopothuykas

2
¥

Komnnekraumio s ¢ 0TBETCTBIM
C 3akas - HapsAnom| posspun
HavaneHuk ynako QMHOrO yyacTka

Ornyck paspewn
HavansHuk npou pacTea




VIMEATECT

GINITtHIYIFiva

AO "Mearecr”, 191002, C.-TMertepBypr, ¥yn. Pasweaxas, .qj

Popma NC-1

5, nur. A T/ (812) 572-23-95

MACMOPT ¢
Yeckun ogHo
NapoBow cTepunuzayum

Ans KOHTpons
-"Menrect"-120/45

B2719.005MNC
Knacc uecnonnenus no MOCT I1SO 11140-1-2011 -4 MHOronepemsHHbie) :
Homep roc. perucrpauuu Ne dCp 2010/09764 ot 26,03.2018r Cepus Ne | 060919
TY 9398~003-53262326-2006 { Hata nsrotosnenus| 092019
Mokazarenu HomepalnyHkros TpeboBanun TY Pesynerarel avanuaa
1 Z 3 4
Cooreercrene cocraBa
1 komnnekry HTZ 1.20.123,131,152 cooreercrByer
2 | Mapkuposka 1.4, CooTBEeTCTBYET
Coorsercreue rabapurhiix 124,125 1286, 127. 128
’ | PasMepon, BHewHero Buaa 1.2.9.,1.2.10 i g, i Lo
YeroiuusocTs k BO3LeHCTBUID
B CTepunuayowmx takropos 8 1.2.17 cooTBeTcTByeT
yCnosusax orcyreraus napa el | | Lol L
l Cooteercrene B . i i I o i
IKCNNyaTaumoHHLIX KayecTs |
] r MHAMKaTOPOS & PernaMeNTHIIX 13|14, 1.2.15_ 1.2.18 J cooTBeTCcTBYyeT
3HaYeHUAX J | =5
6 Cpok rogHocTu 12.21. [ cooTmevcTByeT
36 mecsilies ¢ garel usroTosnenus |
!

Weneitanug, NOBepKNU Nposegexs s obveme npe

3akniovenue:
Npoaykyus cooTBercTe

YeT HopMaTuBHbLIM Tpe6osan
HasHavexuem u obnacr

bIO NPUMEHeHUA,

Havanbhuk XTV

i
Komnnekraumio g
C 3aKas - Hapsago)
HauanbHuk ynakg

W

Ornyck paspewn
Havanbhuk npou

Ci

84

=

I3BpACTBA

BABUTENLCKUX UCNBITAH U

fiM, rogHa K ¥CNONb30BaHWIO B COOTEETCTBIUM ¢

- &’ ;‘A’M'.'A‘ BopoTHuykas

xo"raeTcrsm
posepun
PHHOMO yyacTka




mMEnTECT Popma NC-1

CAMNXNXTY -NETYTEPRYPT

AO "MeaTect", 191002, C.-Metepbypr, yn. Pasweawasn, 4.5 |nut. A 1./d: (812) 572-23-95

MACMNOPT COPTBETCTBUA

WHankaTop Yumudeckuin
ANA KOHTPONR NapoBoit cTepunupauum NKNC-"Mearecr”-120/45

UKMNC-120 (+2)°C -|45 muH. (+3) MUH.

(napametpyd pexuma)

HPUM.932119.007MC

Knace uenonHerus no FOCT ISO 11140-1-2011 — 4 (MHoronepemeHHbie)

p 219
Homep roc. peructpauum Ne ®CP 2010/06854 ot 26.03.2018r Cepus Ne | 970
TY 9398-001-53262326-2009 Hdata narotosnenns | 092019
E
r:f] Noxaszarenu NywkThi TpeGosanuit TY PesynnbTatel aHanusa
i 2 g d 3
1 Coorsercreue cocrasa | 134, cooTBeTCTBYEeT
Komnnekry HTQ
2 Mapkuposka 1.4, cooTBeTCTBYET
CoorsercTBue BHewHero Buaa, : - Jig I 1.2;3.. 124-125,127,
3 OKpacku atanoHa 1.218., 1.2.18, 1.2.21. it e )
YCTOWYMBOCTL Kk BO3AehcTBUIO g
4 CTepMNM3YIOLIMX baKTOpOB 162'1?" 1.2.21. cooTBeTCTBYyeT
|
Coorsercreue
KCMIyaTaUuMOHHbLIX KavYecTB
¢ MHAWKATOPOB B PernameHTHbIX § 1248, b d s i
3HAYEHUsIX f
?
6 Cpok rogHocTu | 1225 cooTBeTCcTBYeT
36 Mecnueq C 0aTbl M3rOTOBNEHUR

| S

Menbitanns, NOBEPKWM NpoBefeHbl B 06beme NAEABABUTENLCKUX UCNBITAHUNA

3aknovenue:

Mpodykyus coomeemcmeyem HOPMamMueHbLIM mp:foeanunm, TY 9398-001-53262326-2009, FOCT

ISO 11140-1-201 1, 200Ha K ucnoNL308aHUIO 6 coomgememeuy ¢ HaszHavYeHuem u obnacmipro
npumeHenus.

Havanesuk XTY // M.A. BopoTHuykas

Komnnekraumio 8 co
C 3aKas - Hapsagom n
HauansHuk ynakoso

Ornyck pazpewmn
Havanskuk npoussohcrea




VIMEOATECT

CAHI1‘~I|I"IFI'PI'

AO "Meartecr",

191002, C.-NeTepbypr, yn. Paswveawasn, 5.

Popma NC-1

» MUT.A, nom, 8H-B2 1./¢: (812) 572-23-95

Knacc ucnontenus no FOCT ISO 11140-1-2011 - 4(

MACMOPT CQOTBETCTBUS

VHAVKaToR Xumudeckuii
ANA KOHTPONSA BO3AYLLHOM cTrepynusauymmn MKBC-
MKBC-180 (+3)°C

"MepgTect"-180/60
60 MUH. (+5) MuUH.

(Mapka, napa eTpLl, pexumsl)

HPWUM.93p719.008 NC

HoronepemeHHbie)

Homep roc. perucTpaumm Ne ®CP 2010/06854 ot 26.43.2018 . Cepwva Ne | 250919
TY 9398-001-53262326-2009 Aata uarotosnenus |06 2019
A SiE
,:: Mokasarenu TpeGosanus TY Pesynurarte: ananusa F
1 ) 3 ) T I
Coorsercreue cocrasa 4 T |
| i Komnnekry HT[] 1.3.1. cooTBETCTBYyeT |
| Coorsercreue MapKupoBKwy, ?
| 2 yNaKoBKy | 14, 1.5 cooTBeTcTBYyerT
1.21.,12|3,124,1258 1 28,
3 | Coorsercraue sHewnero suaa | 127,121¢,1211. 12121213 cooTsercTeyer
MHAMKaTOpPOR 1214
YcToiumBoCTL Kk BO3aeHcTaMIO
< Crepunusylowmx gakropos 8 1897, cooTBercTByeT
ycnosuax orcytcreus napa
Coorsercraue
IKCNNYyaTaUMOHHbLIX KayecTs
5 MHAMKATOPOB B PernaMeHTHLIX 1218, 1.2.19.. 1221 | cooTBercreyer
3HaYeHmnAX I
6 Cpok rogrocTy 12.25. coorsetcreyer
36 Mecauep ¢ natei usrotosneHus

Ucnbeitanus, NoBepku nposepersl B o6beme np

3aknoyeHue:

lpodykyus coomeememeyem HopmamueHsiM mpé
ISO 11140-1-2011, 200ma ucnone3oeanuio e coon

npumexeHus.

/4 ’gv \?: N
/ ’4,"-‘_4 mLe
/§/OTK \

S AN ETERS Y
B L

o AT

HavansHuk XTY

Komnnekraywmio s cootseTcTeUM
C 3aka3 - HapsnoMm npgeepun

HavanbHuk ynakoBo4yHoro yyactka

Otnyck paspewun

" HawansHuk npoussoacTea

E

PABABUTENBCKUX UCh bITAHWA

Gosarusm, TY 9398-001-53262326-2009, rOCT
8ememeuu ¢ HasnaveHueM u o6nacmero

’, '(' o
l/‘(:‘ff M.A. BopoThuukas




VIMEOATECT

ﬁlhl'-ﬂl'l'l”r

AQ "MegTect"”,

191002, C.-Nerepbypr, yn. Passeaxan, 4.

» NAT.A T,/ (812) 572-23-95

®opma NC-1

Knacc ucnonxenus no FOCT ISO 11140-1-2011 - 4

MACNOPT c( OTBETCTBUA

ANSA KOHTpONA naposoi cTepun

WKNC-132 (+2

WHankaTtop| xumuueckuin

°C + 20 MuH.

(napameTtgbi pexuma)

HPWUM.932719.007NnC

3auum MKNC-"Mearecr-132/20
+2) MUH.

( HOronepemexHbie) Teoons
]
Homep roc. perucTpaunu Ne ®CP 2010/06854 ot 26q3.2018r. Cepua Ne
TY 9398-001-53262326-2009 Aata usrotosnexus | 092019
r:::l Mokasarenu TpeGosanus Ty Pesynoratel avanmaa
1 ] 3 4
Coorsercraume cocrasa
TCTBYeET
| Komnnekty HTJ] 1.3.1. cooTBeTCTBY
2 Mapkiposka 1.4. cooTBeTcTBYeT
CooTeercrave sHewwero Buaa, 1.2.1,1.218,1.24.-1.25, 1.2.7..
. OKpPacKu aTanoHa 1.218,1.218,1221. i s i £
YeTonumsocTe k BO3ACHCTBHIO
4 CTepMNMayIowmx thakTopos N2.17., 1.2.21. cooTBETCTBYET
Cooteercreue
5 IKCNNYyaTaunoHHbIX KavecTs 1.2.18 coorsercrayer
WHOWKATOPOB B pernamMeHTHbLIX
3HaueHURX
6 Cpok rogrocTu 12.25 [ cooTsBeTcrByer
36 Mecaueq c aatol uaroTosneHus |

Vicneitanus, nosepku MpoBeneHsl 8 o6beme NPEALABUTENLCKIX MCNbITAaHUNA

3akniovenne:
npodykyus coomeememe

coomeemcmeuu ¢ HasHavYeHuem u obnacmeio npu

yem HopmamueHsim mpfoeanusm, 200Ha K UCNONB306aHUIO @
eHeHusl,

HavansHuk XTY

Komnnexraymo s eTCTBAK
C 3akas - HapAaoM nppsepun
oM

HauansHuk ynakosoufioro y4acTka

Ornyck paspewwwmn
HavankHuk npmsao*ma
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DQS GmbH Deutsche Gesellschaft zur Ze
hereby certify that
Geksa-netkanie

Tsentralnay$
143405 Goljoy
Krasnogors!

ki
Moscow r}gion

Russian Fe

with the organizational units/s|
has implemented and maintains a Q

Scopk:

Development, design and production of sterile and nonsterile dispo
disposable medical clothes of various application, sterile and nol
sterile and nonsterile disposable personal protective equipment of
and multi-layered, with impregnation and without impregnation
industrial-use including for ensuring of vapor moisture proofing in
stabilization materials, for road construction and different light in
problems of agricultural sector, gardening

Through an audit, documented in a report, it
fulfills the requirements o

ISO 900

Valid from
Valid until
Date of certification

Registration number: [

Michael Drechsel
President of IQNet

ifizierung von Managementsystemen

he company

ateriali, LLC

str., 3
o village
district

eration

tes as listed in the annex
lity Management System.

able medical linen of various application, sterile and nonsterile
terile disposable medical instruments of various application,
medical purpose; laminated and nonlaminated, single-layered
rolled polymer woven, nonwoven and geocell materials of
nstruction of roofs, walls, floor structures, for soil constructions
stry sectors as well as nonwoven materials for solving of the

crop growing and vegetable growing.

as verified that the management system
the following standard:

| 1 2015

2016-12-26
2019-12-25
2016-12-26

DE-31100767 QM15

Tl (L.

Frank Graichen
Managing Director of DQS GmbH

IQNet Pa

AENOR Spain AFNOR Certification France AIB-Vingot

CISQ ltaly CQC China CQM China

FCAV Brazil FONDONORMA Venezuela ICONTEC Colombia
IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece M
Quality Austria Austria RR Russia SIGE México Sl I

SQS Switzerland SRAC Romania TEST St

CQS Czech Repdblic Cro Cert Croatia DQS Holding GmbH Germany
IMNC Mexico Inspecta Certification Finland INTE

ners**:
International Belgium APCER Portugal CCC Cypr.

ZT Hungary Nemko AS Norway NSAI lreland PgB&
ael SIQ Slovenia SIRIM QAS International Mala
tersburg Russia TSE Turkey YUQS Serbia

IQNet is represented in the USA by: AFNOR Certification, CISQ, DQS Holding GmbH and NSAI Inc.

* This attestation is directly linked to the IQNet Partner's origingl certificate and shall not be used as a stand-alone docuMent’s
** The list of IQNet partners is valid at the time of issue of this certificale. Updated information is available under www.ignet- ificatic



T DaGE B TORV & UV e regraterad Tdmine i

. ®
TUVRheinland

TOV Rheinand F G A
LGA Products(GmbH
TillystraBe 2, 90431 Niirnberg
Attachment to
Certificate
Registration No.: HD 60140020 0001
Report No.: 26300232 013
Manufacturer:

ZARYS International Grpup

Spéika z ograniczong crdpowiedzialnoéciq,

spotka komandytowa
ul. Pod Borem 18
41-808 Zabrze

Polska

Site included:

ZARYS International Group

Spolka z ograniczona odpowiedzialnoscia,
spolka komandytowa

ul. Gustawa Eiffel'a 15

44-109 Gliwice

Poland

Activity: Production

Date: 2019-07-08

ilisation. and spolieation reguirgs sprimil

Notified Body

Rafal Byczkowski




Manufacturer:

- Products:

-~ Expiry Date:

The Notified Body hereby declares that the requirements of
93/42/EEC have been met for the listed products. The abov

EC Certific

Directive 93/42/EEC Annex I,

Full Quality Assuran
Medical Devid

Registration No.:

Report No.:

HD 6

ZARYS International Group

& ®
TUVRheinland

te

xcluding Section 4
e System
es

140020 0001

26300232 013

Spotka z ograniczong odpowiedzialnoscia,

spo6tka komandytowa
ul. Pod Borem 18
41-808 Zabrze
Polska

2024-05-27

(see attachments for produfts and site included)

Annex ll, excluding section 4 of the directive
named manufacturer has established

and applies a quality assurance system, which is subject tq periodic surveillance, defined by Annex I,
section 5 of the aforementioned directive. For placing on tHe market of class lll devices covered by

this certificate an EC design-examination certificate according to Annex I, section 4 is required.

| Effective Date:

Date:

2019-07-08

2019-07-08

TOV Rheinland LGA Products Gmb
TUV Rheinland LGA Products GmbH is a Notifi
concerning medical devices with t

TORIE D OO @

TUV TUEV 220 TUV are legistined Dagmmircs. ULISIton 0eg Sppleston miee pist approvi

Notified Body

Rafal Byczkowski

H - TillystraBe 2 - 90431 Niirnberg
Body according to Directive 93/42/EEC
identification number 0197.
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Hsmeputenn aprepuaneroro xasmenus gepun MAJL-01 - «Aasiorop» no TY 9441-003-

58286981-2014 B BApHANTAX HCHOTHCHTS

BapuanTs! HenosiHeHHs:

1. Mameputens aprepuansroro pasneia WAT-01-1 - «cAxbiotopn, B cocrape:

- madomeTp - MMM-01-1 - «AxzroTopy;

- HAarHeTaTeNb py4HoH NarexcHuli ¢ 60KOBD

KInalmaHoM,

- MAHXKETa B3POCAAs ¢ JaTeKCHOH MHEBMOK]

- cretodonennockon CP-01 - «Aasroropy;
- CyMKa;
- KopoOKa.

2. UamepuTens apTepHaibHOro AaaeHs K

- - ManomeTp - MMM-01-1 - «Ansiotopy;
- HarHeTaTenb py4HOH narexcublil ¢ H0KOBHY
K/IaTIaHOM,;
- MaHMeTa B3pocyas ¢ NATCKCHOH MHEBMOK]
- eretodorengockon CP-01 - «AauioTopy
- CyMKa;

- kopoGxa.

3. MamepuTens aprepranbHoro aaenetins Y
- MaHoMeTp - MMM-01-1 - «Axsiotop»;
- HArHeTaTenb py4noH narekcnolii ¢ Gokony
K/I1anaHoM,;

- MAHKETa B3pOCnasn ¢ NATEKCHOM MHEBMOK
- cretoonengockon CP-01 - «AnbroTopy
- CyMKa.

4. ViamepuTenb apTepruanbHOro fasieHus Y
- maHomeTp - MMM-01-1 - «Aastorop»;
- HarHeTaTenb PYYHOH NaTtekcHbIA ¢ HOKOBI
KNnana{om;

- KOMIUICKT NETCKHX MAHMKET 3 Wt.

- creTodionenpockon CP-01 - c{Aél’!:m 0p§>~ H]

- CYMKa;
- kopobka.
5. MamepnTens apTepRANEHOTO 108 eH#A it
Pyrosoaurens ®enepansuoii ca ymﬁw

T

110 Haa3opy B cepe mpaﬁooxpaﬂeig;y_ﬁ o

M METALTHUECKHM PeryNsTOPOM H 00paTiibil
MEPOH;
AJ1-01-1A - cAABIOTOPY, B COCTABE:

IM METALTHUECKHM PerynsTopoM H 0OpaTibiv
Mepoi;

Jinu Ges nero;

AJl-01-13 - «Aawtotop», B cocTane:

IM METAIHYECKHM PEryASTOPOM 1 0BpaTHLIM

patepoil;
(nu 0e3 Hero;

ALI-01-1]1 - «AasroTop», B cocTage:

IM METAIHUSCKMM PErYAATOPOM H 00paTHBIM
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NEKJTAPAIIMS O

-

COOTBETCTBHUH

poyPr, ¥ J;T
aapwe

- |

PafibHoro Aupextopa [ewncona Banepus Anexca

AIMEAOCTy, UMM, WMH OTeactss

4

Piiestartena of
3anaBnseT, 4To
H3mepurenn aprepuansuoro nasnenua cepun HAI-01- « Ambig
BapuanTs wenonsenns:

L H3mepurens aprepuansioro nasses
~ Manomerp -MMM.-01-1- «A gsioTop»;

- HArHeTaTe/ b PYHMHOMH NATEKCHBIN ¢ BOKOBLIM METATIHYECKHM ﬁ
- MAHXeTa BIpOCNas ¢ naTekcHoH TTHEBMOKaMepoii;
- creTodorernockon CP-01 -« AIBIOTOpY;

- CYMKa;

- kopobka,

2. Mamepurens aprepuansoro Aaenenns UAT-01-1A- «AgsioT
- MaHOMeTp- MMM-Ol-l-«A.umorop»
-HarHETaTe/Ib PYHHOH NaTekcHBIY ¢ GoxosbIM Me
* MBHDKETA BIPOCNAs ¢ TaTeKCHON nHe
- ereTodonennockon CP-01-
- CYMKa;

- kopofka.

3. Hamepurens aprepranshoro Aabnenus HAJ1-01-13-
- MaHomeTp- MMM-01-1- «A msrotopy;

- HarHeTaTenk py9HOH naTekcHbIl ¢ 6OKOBBIM Me
- MatKeTa B3pOCnas ¢ naTekcHoH mue
-cTetohoHeHnockon Cd-01
-CyMKa.

4. Hamepuresns aprephansroro Haenerus MA /]
- MaHoMeTp- MMM-01-1- «AIBOTOPY,

* HaTHETATelb PYYHOM NaTeKCHBII ¢ GOKOBBIM Me
- KOMIUIEKT DeTCKHX MaH®eT 3 1.
-ererodonenockon CO-01-«Apioto
- CyMKa;

- kopofika.

5. Mamepuresns aprepuanssoro naBneHs
-Manomerp-MMM-Ol-4-«A;mo-ropn;

- HaTHETaTelb PYYHOR NaTeKCHbIH ¢ GokoBLI
MAHOMETPOM; :

- MaHMXETa B3poc/as ¢ faTekcHolt NHEBMOKAaMEpOi;
-cTeTo(oHeH0CKON Cﬁ':-m-«Amomp» i Ges nero;
- CyMKa; -
- kopo6ka.

6. Mamepurens ApTepHANEHOTO faBie
-MatoMerp ~-MMM-01] d-«AmpioTopy;
“HarHeTaTeNb pyuHoft natexcHuii ¢ Gox
MEHOMETPOM;

"Mahxera B3pocnas ¢ [IBX nuesmo
-creTotonennockon Cd-01
- CYMKa,

- Kopobka,

7. Hamepurens BPTePHANBHOrO AaB
- MaHoMeTp ~-MMM-01-1 «ALBIOTOPY;
- HATHETATeNb Py4HON natTekcHill ¢ fo
- MBHKeTa BIpOCHan ¢ AaTekcHo
-eTeTodonensockon CBH-01
- CYMKa;

- Kopofka.

8. Hamepurens 8PTEPHANILHOTO gasne
- MaHomeTp ~-MMM-01-4

na HAJI-01-1- «A

BMOKaMepoii;
«AZBIOTOP» Witk Be3 Hero;

TAUIMYECKUM P
BMOKamepoli;
- «ATBIOTOP» WK Be3 Hero;

TAUIMYECKHM P

p» Wiu 6e3 Hero;

M METALIHYECKHM P

Kamepoi;
-«AJI’B}OTO[)»

KOBBIM METLTHYECKHM p
H nieBMokamepoli;
~«ADBIOTOP;

wng HAJT-01-2K-
«AIBIOTOpY;

fravminunn, oF wamn ¥0T o0 npmeR

TAUIHYECKHM g

«AIILIOTOpP», B CocTape:

-Ol-lﬂ-«AmmmL», B COCTaBe:

Hus HAJ1-01-2B- «Amﬂomg», B COCTaBe:

OBLIM METANTHYECKHM per]

nenun HA 01 LK-«AmsioTops

«Ammmp)

8 WTHET DA, D6 eCT DRLM B B “oMep)

[lexabpuctos, 1.6, mur. A, riom. 10-H

ngion,
H,_E_E?OB![‘-F&

.......... sl e Sy R

s e TS e RN S A S e e -

TOp» B BApHAHTAX HCTIONHEHHA:

IbIOTOP», B COCTABE:

CrYIATOPOM 4 06paTHBIM Ki1anakom;

PP», B COCTaBe;

TYIATOPOM H 06paTHBIM KNanaHoM;

49

§rYAATOPOM H OBpaTHBIM manf}ﬁlbfméx

qyasTopoM 1 obpatHbivM Knanaowm;

HA.H-UJ-ZA-«A.HNOTOP», B cOCTaBe:

€[y AATOpOM 1 0BpaTHBIM KanaKoM, coBMeleH LI ¢

NATOPOM W 06paTHLIM Knarnasom, cosm

«Kopotkosu», B coctase:

e

f

IATOPOM 1 OGPaTHBIM KNanaHoMm:

«Kopotkoss», B coctase:
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