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EC Declaratio

EC Declaration of Conformity Class | de

Manufacturer: Ultra

gel Hungary 2000 Ltd.
Manufacturer's Ad

dress: HU 1023 Budapes
Device/s: ECG Gels ContiGel ECG&T
ContiGel ECG&H

ContiGel plus EC
ContiCream ECG

EC Product Class: Class | in accordance wi

Declaratio;i of Conformity

Ultragel Hungary 20
provisions of the EC
2007/47/EC dated 5
implemented by the E

00 Ltd. declares that E

uropean Union's Medical

Ultragel Hungary 2000 Ltg.

EN ISO 9001:2008 Quality Management Syste
Ultragel Hungary 2000 Ltq.
devices covered by the Device Schedule.
Ultragel Hungary 2000 L
appendix meets the
manufacturer. Under
in the health and saf

td. agrees In EC C

ety.

Ultragel

Hungary 2000 Ltd. agrees to inform
unplanne

Signed by the Ultragel Hungary 2000 Ltq, design

Name: __Komaromy Balazs

Date: 01.07.201s,

Council Directive 93/42/ER
September 2007 and it

agrees to develoy

confirms that no nf

essential requirements
normal conditions will not e

d substantial change to the Quality Mar

Titlg

n of Conformity

ices to Medical Devices Directive 93/42/EEC

L, Bécsi at 4.

h
L

EG gel

EG&DEFI gel
G&EEG&DEF] gel
K EEG&EMG gel
th Annex IX, Rule 1.

CG gels listed above conform to the relevant
£C dated 14 June 1993 and EC Coungil Directive

is in accordance with EN I1SO 9001:2008, as
Devices Regulations.

), implement and main

tain a formally-recognised
N to ensure continued

M adequacy and efficacy.

edicinal products/drugs are incorporated in any

quncil Directive 93/42/EEC dated 14 June 1993

and provides Capabilities intended by the
ndanger the patient, the operator or other person

he appointed Notified Bod

y of any planned or
lagement System.

ated representative:

- Managing director

Lo, A

N
&l

ragel Hungary

102

2000 Kt.

J Budppest, B
128760075.2.4

Ultragel Hun

pest Bécsi ut 4.
mfo:’ajulfrage!‘ hu

&3 1023 Buda

‘B

2000 Kft.

& +36 1278 3050
=} www ultragel.hy




TORKAK B0S NO
YS-524A-AF4A

ERE
SANAYi TiC

kiwa

LER MEDIKAL ;
RET LIMITED SiRKETI

IKITELLI ORG| SAN. BOL. FATIH SAN. SIT. 3B BLOK
BASAKHSEHIR — ISTANBUL - TURKEY

PRODUCTION OF
THERMAL PRINT

with a scope of

MEDICAL CHART PAPERS AND VIDEO
ER PAPERS, AFTER SALES SERVICES

FOR INTENSIVE CARE DEVICES

Medical devices - Qua

lity management systems - Requirements for
regulatory purposes

“Folloing elements of the standard are excluded"

EN |

Certificate

Initial Cert

Certificatipn Date

Expiration

ITOSB 9. {
Tel: +
‘Web: 1

b 2 sl & 7 e B o

SO 13485:2016

No : M 10422
: 10 June 2016
: 02 November 2018

ification Date

Date : 09 June 2019

uu@,w,,

General Manager

Kiwa Certification Services Inc.
Fadde No. 15 Tepeoren Tuzla - Istanbul - Tutkeg §, (<8
90216 593 25 75 Faks : + 90 216 593 25 74 \03\ &%,

ww kiwa.com.tr E-mail; info@kiwa com.tr

Certificate is valid till expiration date, subject to successful completion of periodical sy
Please cqntact above numbers for detailed information.

Last Modified: 02 November 2018 - R 02




|E OpsSté4hir ©
ERENLER pgi
MEDIK@AL ©pMax

A PsSET
ERENLER MEDIKAL SAN. TIC. LTD. $T].

EC Declaration of Conformity

We Erenler Medikal Co.,Ltd. herewith declares undgr its sole responsibility that the item of product
specified below satisfies the essential requirements qf the EC Medical Devices Directive 93/42/EC
with amendment 2007/47/EC directive which are apply to it.

Product Name: Medical Recording/Chart Papers (ECG/CTG papers)
Type-Model: Opmask

GMDN Code: 15639

Classification: Class I, Rule I

Conformity Assesment Route: Annex VII
Applicable EU Directives: 93/43/EEC Medical Deyices Devices with amendment 2007/47/EC

Applicable Standards: EN ISO 15223-1:2016, EN|1041:2009, EN ISO 14971:2012, EN ISO
13485:2012

Manufacturer: Erenler Medikal Co., Ltd

Ikitelli O.S. B. Fatih San. Sitesi 3B|Blok No: 3/4 34490- Basaksehir Istanbul /Turkey
Tel : +90 212 486 00 37 (140) Fax:[+90 212 486 00 38
Country of Origin: Turkey

On Behalf Of Manufacturer:
Name: Ercan Taslicukur

Position: Vise President

Date-Place: Istanbul-Turkey

iKITELLI ORG.SAN.BOL.FATIH SANAYI SIT] 3-B BLOCK NO:3-4 BASAKSEHIR / ISTANBUL
TEL:+90 212 486 00 37  HAX:+90 212 486 00 38

www.erenlermedikal.com _inf¢@erenlermedikal.com.tr
FR-003/ 00/ 09.06.2011 REF.: PR-011 fkitelli V.D :334 015 10 62




DISPIECHD

YOUR DISPOSABLE EXCELLENCE

dispotech.com [

i T T
FECERASONECHG

W B

IDECLARATION O

F COMPLIANCE

Declaration of conformity of the product named DI
Ltd, to the necessary requirements quoted in the
modifications (Directive 2007/47/CE enclosed), as

mentioned directive and successive modifications.

The company DISPOTECH Ltd — Via Mario del Gross

named DISPOROLLS

DECL

under its own responsibility that the above mention
as recommended in the Directive 93/42/EEC (Medid

The company DISPOTECH, moreover, declares and gy

¢ The above mentioned product satisfies all the nece
I, Directive 93/42/EEC and successive modification

The above mentioned product belongs to Class I

The above mentioned product IS NOT A DEVICE
The above mentioned product IS NOT INTENDEL

> & & &

Being that the case, the manufacturer will set up an ey

SPOROLLS, made by the company DISPOTECH
Enclosure I, Directive 93/42/EEC and successive
recommended in the Enclosure VII of the above

o0 8/12, Chiavenna (SO) — manufacturing the product

ARES

ed product satisfies all the necessary requirements
al Devices) and successive modifications.

arantees:
ssary requirements as recommended in the Enclosure
s

The above mentioned product is sold in NON STERILE packaging

FOR MEASUREMENT
FOR CLINICAL INVESTIGATION

aluation procedure on the experience so far acquired,

as recommended in the enclosure VII-4 of the above mientioned Directive and successive modifications.

Technical documentation of the product is conserved if the offices of Dispotech srl Via al piano, 29 -23020

Gordona (SO)-

Technical documents will be available for the compefent authority, for a period of five years from the last

date of the manufacturing of the product, as recomn
Directive and successive modifications.

The manufacturer declares that the above mentioned
recommended in the Directive 93/42/EEC and success
according to the Article 17- Directive 93/42/CEE and s

Dispotech srl oV Y,
piano, 29 - Tel. +39 0343 36711 - F&%. 43

Sede produttiva/ufficl: 23020 GORDONA (SO) Via al
Sede legale: 23022 CHIAVENNA (SO) Via M. Del Grosso
Cap Soc. € 100.000,00 i.v. - P. IVA 00672170149 - R.E.A.

i

47213 C.C.1.A.A. di SO - Uff. Reg. Imp. S

iended in the enclosure VII of the above mentioned

product satisfies all the necessary requirements as
ve modifications, and that will be sold with CE mark
uccessive modifications.

8/12 - e-mail: info@dispotech.it -
0672170149




DISPIECHD

YOUR DISPOSABLE EXCELLENCE

Others standards of reference:
European Directive  93/42/CEE
Directive2007/47/CE)

Legislative Decree 24.02.1997, n.46

and  successi

dispotech.com

ve integrative modifications

(es.:

European

UNI CEI EN ISO 14971:2012 “Application of the admjnistration of the dangers of medical dispositives”

UNI EN ISO 13485:2012 (“Medical dispositives—Sy|
regulation intent)”
UNI CEI EN ISO 15223-1 ed. 2012 “Symbols used for
UNI EN 1041:2009 (informations accomodated from t}
MEDDEV 3/93-rev. 2 Headlines about the system of v
UNI EN ISO 9001:2008 “System of administration for
MEDDEV 2.7.1 Headlines about the clinical valutation

09/01/2015

Dispof

Sede produttiva/ufficl: 23020 GORDONA (50O) Via a
Sede legale: 23022 CHIAVENNA (SO) Via M. Del Grossg
Cap Soc. € 100.000,00 i.v. - P. IVA 00672170149 - RE.A

lech srl :
plano, 29 - Tel. +39 0343 36711 - Fax.
D,
47213 C.C.I.A.A. di SO - Uff. Reg. Imp. SO 00672170149

ktems of administration of quality — Conditions for

the labelling of medical dispositives™
ne costumer of medical dispositives)
jgilance of medical dispositives
quality —conditions”

of medical dispositives

GENERAL MANAGER
(Massimo Mortarotti)

B2 Chlavenna (56
o 0039 0343 3656
o/ ¥ctifa \WA-OUE 10
Sede “Operatia: Via Al Pfano. 29
23020 Gordona (SO)

8/12 - e-mail: info@dispotech.it - www.dispotech.com




MINISTERUL SANATATI, MUNCH | R N
DOCUMENTA it A
" $1 PROTECTIEI SOCIALE PORMULAR | bogue. Ne 30001
AL REPUBLICH MOLDOVA APROBAT DE MSMPS al RM / Yraepsasta MATES P ;
MUHWMCTEPCTBO 3APABOOXPAHEHMA, TPYIA TGS Ny i
W COLMANBHOM 3ALMTEI PECTTYBIIMKA MONIOBA ot Aol g s AR g
sentrul Nagional de Acreditare din Republica Moldova LDAC e
Aﬁﬁﬂm !MT}QHALA PENTRU MT*TE PUBLICA Viorw vamenusein NABORATOpHIE LGHTD AEDBGITOBANMIR ?? *
e HE FENTOTRO CERIECTRENNOND SIOPOBLA E‘mn tor L1044 din 17.02 m?gtm%g p:r?; ?M;a 02.2022
Ll cat nr val L] e
MD-2028, mun. Chisinaw, str. Gheorghe. Asachi, 67-a Acreditat Tn Sistemul Ministerulsi Sandtali, Munce .
Tel. + 373 22 674501, fax + 373 22 729725 si Protecyiel Sociale al RM
: IDNO 1018601000021 ANpBRiTOBaAHEH B CHCTENE MAHWCTAPCTBA ApasOCXpaanA, Tayaa » B
E-L AranEpionp- g WiarRER I oW Certficat v, 2293 din 24.10.2014, valabil pana Ia 24.10.2018 2
AVIZ SANITAR »&’ e
PENTRU PRODUSELE ALIMENTARE SI NEALIMENTARE Nr. 4 3/ 4

Cantanaproe Jamomerie O niiessl

dinvom * ,,b_)" o

%pmﬂmmﬁmwwn&midm e

1 HEReantx npm}vmm
J2. 2019

ul 'wm;rmm@rmmm
60, BB00, UCTIONLIOBANUE U DOSNUIAULUA %qu/mﬂmw

Reactivi de diagnostic — Azopiram pentru|100 ml solutie gata, indicatori pemru controlul stenl&ﬁtu
pachete pentru sterilizare anexa!
sunt conforme Rmmm (lor) sanitar (e) / coomeemgmeyiom casumapHomy (bim) mmmy {am) (s va indica x
denumirea completd a Regulamentului (lor) sanitar () / yxasame n0nHOe HaUMEHOBEHLE CAHUMAPHOZO (biX) pe2namenma (08) =
Indicatii Metodice nr.29 FT/1683 din 14.03.01, Directiva European 93/42/EEC privind
dispozitivele medicale

e, {ara de origine / ppearusauusn npouse Jumnopmep, Mmmﬂemm
Federatia Rusi, ZAO "MEDTEST”
Destinatarul avizului sanitar / nonyvamens canumapHoso sy ‘
~M-INTER-FARMA" SA, Moldova, Chigindu, str. Grenoble, 23 ‘

Ca temei pentru recunoagterea conformitatii produselor Hegu {mm(e)MM(ﬂauw«l
mm«mémmwm:moémwwmmmy{w} CaHLIMEHD

: .(w)mwm 3
o R S00IET %%@7 z’m '.. ik

apoarte de conformitate, legitimatii de i mwgmtral
_ ercarilor de Iaborator nr. 4 4226 din 22.07.2019
Caracteristica sanitara a Mﬂm I camumapwan xapa ' ' . MK Wﬂw
Pwl(fsctwﬁ)lnmwmrmj lormativul

i

conform raportului incercarilor de laboratgr nr. 4226 din 22.07.2019 | *‘

Domeniu de utilizare /| Ofnacme npUMeHeHUs; scopuri medicinale

Conditiile necesare de utilizare, depozitare, transportage
UCHONBIOBAHURA, XPDAHEHUS, MPaHCIIOPMUPOSKY, Mepe! Beux




Anexa la Avizul s: ar. din 2019
|
N Denumirg Firma producitoare, Tara
1. | AZOPIRAM pu 100 mi solutie gma T 1 ZA0 “Mediest”, Federntia Rusa
2. | Indicator pentru controhul sterilitagii 121715 N1000 ZA0 “Medtest”, Federatia Rusa
|
o mmmms 12172P N1000 i FAO ~Medrest, Federatia Rusa %
3. | Indicator pentru controlul sterilitiiii 134/1 N 1000 ZA0 “Medtest”, Federatia Rusa
5. | Indicator pentru controlul sterilitatii 134720 N100G F | ZAO “Mediest”, Federatia Rusa
6. | Indicator pentru controlul sterilitaii 134 4N1000 ZAQ “Meduest”, Federatia Rusa
7. | Indicator pentra controlul sterilithtii 1344 N 1000 ; ZAQ “Medtest”, Iederatia Rusa
8 Indicator pentru controlul sterilitagii 1347 N1000 ZAQ “Mediest”, Federatia Rusa
H
' Indicator pentru controlul sterilitatii prin qburi IKPS - 120745 N1000 Iy LT
9 (EXTERN) ZAU “Medtest”, Federatia Rusa
10| Indamm- pentru controlul sterilitiii prin buri IKPS - 132220 N1000 ZAO “Medsest”. Fedesatia Rusa !
-.(I'.X,"‘!‘m 3. ol : R il : SRR R
1. :’d‘lm"”‘"m”;‘c"k*m" 3"’““‘““‘ Mhcipitqies goracl TKPS VN ‘fz"_45_ | 7A0"Medtew Feleraia Rusa |
Indicator pentru controlul sterilitagii prin fouri IKPS VN /01 - 13220 i i ) ’
12. N1000 (INTERN) | FAQ “Medtest”, Federatia Rusa
| Indicator peatru controlul sterilithiii prin ker KPS — 180/60 N 1000 [ i P gl e
13. (EXTERN) | ZAO “Mediest”, Federatia Rusa
Indicator pentrut controlul sterilitagii prinfacr IKPS VNO1 - 180/60 N100GO | Ao L 5 .
l4 (NTERN) _ & = 1 ZAQ “Mediest”, | ederitia Rusa
15 Pachet 1 peniru sierilizare 90x250 N100 ZAO “Medtest”, Federatia Rusa
16. | Pachet pentru sterilizare 100x200 N100 ZAQ *Medrest”, Federatia Rusa
17. | Pachet pentra sterilizare 150x250 N100 ZAL “Medtest”, Federatia Rusa
18. | Puchet pentru sterilizare 2005330 N100 | ta ' ZAO “Mediest”. Federatia Rusa
FURTUNA




199034, Canxr-lNerepbypr, Ynus xan wab., 719
TenJdpaxe (812) 702-10-44, 450-67- ecoservice-spb.ru
MACIMOPT Ne47
Habop pearexTos Ans KOHTPONA KavecTsa
NPEACTEPKNUIALUOHHOR OUACTKI MALENM) Lanqummm Ha3HAYEHUR

«Asonupam-C

Kar.Ne B-50191
Cepus No & /% alieHme W TPaHCNOPTUPOBaAHWE
Fonenpo &%/ 18-25°C

MNokasarenn ka
Nokasarens Tpeposanua no TY PR—
aHanuza
1. BHewHui Bug
1.1. Ammponupud Mopo fenoro | Coomeemcmeyem
L|Ber.
1.2. Crabunusarop an npospay- | Coomeemcmeyem
Ham o
1.3. AHINUH COMNAHOKUCbIA MNopd 6enoro
_ugeTy
2. TeXHWHECKME XaPaKTEPHCTHKM
2.1, MyscTBMTeNsHOCTE,  MONOXWUTENHHAERA 11100 000 Coomeemcmeyem
PEAKLIA MPU PA3BEAEHAN KPOBK, He MeHee
2.2, Bpems Beixona Ha YCTOMYMBRIE NOKada- 1 Coomeemcmeyem
HUR, MH., He Donee

3akniovenue: Habop coorsercrayer Tpeboranpam TY 9398-248-27511906-02

[lara cocraneHus nacnopra: T}
19 OoH




EMEATECT Popma NC-1

CAHMKT -NETEPEYPT

AQ "MeaTect", 191002, C.-lerepbypr, yn. Pasvesxan, 4.5, |nuf.A, 1./ (812) 572-23-95

NACNOPT COOTBETCTBUA

WHaukaTop xumudeckuit OiHDPAa3oBOro NPUMEHEHNS
ANS KOHTPONSA NPOLECTOB CTEPUNU3ALIAK

"Meatect"-134°Cy20 MuH, knacc 4
HPIAM.932821|005 MC

Knacc ucnonHenns no FOCT ISO 11140-1-2011 — 4 (mpofonepemerHbie)

Homep roc. peructpauuu Ne®CP 2012/13342 ot 12.12|2017 Cepust Ne | 060919
TY 9398-014-53262326-2012 [arta wuaroresnexus | 09 2019
':: Mokazarenwu TneGosanun TY PesynbTaTk! aHanuaa
1 F) 3 -
CooTBeTcTBUE BHEWHErO BUAA 1.21.,.128.11.2.5,1.286,,1.27, ‘
' | wnawkatopa 1281214, §.2.14,, 1.2.15, 1.2.16. | i i it
CooteercTBue cocTaBa ‘
2 ynakoBku, komnnexkty HTH, 1.3.1.46.,147. COOTBETCTBYET
MapKUpOBKK

CooTsercTBUe UBETOBOW

3 rammMbl TEPMOUHAUKATOPHOMU K 1.2.20. coorBeTcrByeT
UBETOBOW METOK MHAUKATOPA

CooTeeTcTBME B YLNOBUAX

4 | rapaHTUPOBAHHOTO AOCTUKEHUA 1.2.20. COOTBETCTBYEeT
KOHEYHOro COCTOAHUA

MpoBepka HECOOTBETCTBUA B
CNOBUAX HEAOCTHKEHURA

5 y 2.21. cooTBETCTBYeT

KOHBYHOr0O COCTOAHUA B CYXOM 1.2.21 o y

ropsiuem Bosayxe

6 Cpok roaHocTv 1.2.44.

cooTBeTCTBYET
36 MecsiLeR ¢ 4aThl H3rOTOBNEHUS y

WcneiTanus, nosepkn npoBeaersl 8 o6beme NPUEMO-CAATOMHBIX UCNBITAHMIA

3aknovueHue:;

Mpodykyus coomeemcmayem HOpMamueHbIM m 3oeah'unu, TY 9358-014-53262326-2012, rOCT

ISO 11140-1-2011, 200Ha Kk UCNOABL3OBAHUIO 8 COOMEemcmeuL € Ha3HaveHnueM u obnacmbero
npumMeHeHus.

HauansHuk XTY : égé M.A. BopoTHuukas

12
Komnnexraumio 8 COQTBeTCTBIM 7
C 3aKa3 - Hapsaom njokepun % oL |
HauanbHuk ynakosogHero yuactka _ 2 =" H Heuaesa

~
A Y OTnyck paspelumn : tﬂ -
" \ . HauaneHuk npousedagrea A2~ AETXope#s.
\ Vv y A, 7

M 4

-y




MEATECT ®opma NC-1

CAMNT NETYTEPSYPT

AD "Meatect”, 191002, C.-Netepbypr, yn. Pasvesxan, 4.5 |nr A, ./ (B12) 572-23-85

MACNOPT COOTBETCTBUA

NHAMKaTOp XUMUUECKU OfIHOPA30BOro NPUMEHEHNA
ANA KOKTPONSA NPOLECEOB CTEpUNU3aLmiA

"Menrvect"-134°C/18 MuH, Knacc 4
HPWMM.932421.005 NC

o

Knacc ucnonHenusa no MOCT ISO 11140-1-2011 — 4 (MHoFonepemMeHHbie)

Homep roc. peructpauuu Ne®@CP 2012/13342 ot 12.12.2017 r. Cepun Ne | 050919
TY 9398-014-53262326-2012 Nata usrotoenexus | 09 2019
:ﬁ‘ MNokasarenwu Tpepopanus TY PeaynwraTthl aHanusa
1 2 3 4
CooTBeTCTBME BHELWHEro Buaa 124 . 1201426, 126 127, N
T | wnaukaropa 1238, 1.2.10, h.2.14. 1.2.15., 1.2.16. A il
CoorBetcTBue cocrasa
s ynakoBku, komnnekry HT[, 1.3.[1.46.,14.7. coorBeTCcTBYeT
MapPKMPOBKK
CooTBeTCTBMHE LBETOBOW
3 raMMbl TEPMOUHAWKATOPHOW W 1.2.20. cooTBeTCTBYEeT
LBETOBOW METOK UHAMKaTOpa

CooTBeTCTBME B YCNOBUAX
4 rapasTUPOBAHHOTrO AOCTUKEHUA 1.2.20. :
KOHEYHOro COCTORHKA ‘

MNpoBepka HECOOTBETCTBUA B
CNOBUAX HEAOCTHHKEHUSA

5 y Z21. oTBercTByeT

KOHEYHOIo COCTORHWUA B CYXOM 1.2.21 - y

ropsivem Bozayxe

coorsevTcrByeT

6 | Cpok rogHocTH 1.2.44,

coorBeTCcTBYET
i 36 mecaues £ AaTbl A3rOTOBNEHUR

TPt

WcneiTanus, noeepku nposefeHsl B 06beMe NppeMo-cAaTOYHbBIX UCNbITaHUi

BaknveHue:

Mpodykyus coomeemcmeyem HOPMamMueHbIM mp,igoeammm, TY 9398-014-53262326-2012, TOCT

ISO 11140-1-2011, 200Ha K UCNONL30BAHUIO 8 COOMEBEMCMEUU ¢ HazHaveHuem U o6nacmsio
npuMeHeHus.

HauanbHuk XTY { ’/WM.A- BopoTtHuukas

/

KomnnekTauuio 8 coo ﬁmauu Y4
C 3aKas3 - HapAaoM NppiBepun W o TIOR3,

=t

HauanbHiK yrnakosouHoro yyactka ' . WH. Heuaesa

\ \ OTnyck paspeLuvn

é’ {);I';E-rli?rskgve;
HauaneHuk nponssopcTea

o o aaim, o




mM TECT Dopma NC-1
AQ "cl\::e::;c-f'!'.l;9‘1'0:35.’(5.-ﬂerepﬁypr. yn. Pasweawan, 4.5 [nufr. A t./ch: (B12) 572-23-95
NMACNOPT COOTBETCTBUA
NHanKaTop xuMmmuyeckui ofiHOPa3oBoro NpUMeHeHns
ANA KOHTPONA Npcuecgos cTtepunudanynn
"Mearvect"-134°C/4 MuH
HPM.932821{005 NC
Knacc ucnonHenua no MOCT ISO 11140-1-2011 — 4 (MHo[onepemeHHbIe)
Homep roc. perucrpauum Ne®CP 2009/05786 ot 14.12{2017 Cepusa Ne 040919
TY 9398-008-53262326-2009 [laTa M3roToBnNeHmA 09 2019
f | ‘
r’:‘:\ Mokaszarenu Tpe®oanua TY PeayniTaTbl aHanuia
1 2 3 - -
1 CoOTBETCTBUE BHEIWWHEro Buaa LY. 128,028, 128, 1271, cooTBeTCTBYeT
MHAWMKaTopa 1.2.38.
CoorBercTBue cocrasa
2 ynakoBku, komnnexkty HTO, 1.3.[1486.,147. cooTrBeTcTByeT
MapKMpOBKM
CooTBeTcTBME UBETOBOW
3 ramMmmbl TEPMOMHAMKATOPHOMR K 1.2J20., 1.2.24. cooTBETCTBYeET
UBETCBOW METOK MHOMKATOPA
CoorseTrcTBMe B yCNOBHAX
4 rapaHTUpPOBaHHOIO AOCTUKEHUA 1.2.24, | COOTBETCTBYET
KOHEYHOI0 COCTOAHMUS I
MNpoBepka HeCOOTBETCTBUA B
YCNOBMAX HEQOCTHIKEHUA
5 R ST & 1.2]25., 1.2.27. COOTBETCTBYET
HachlWeHHOM nape
I'Ipoaepka HECOOTBETCTBMUA B
YCNOBUAX HEAOCTUNKEHUA
6 KOMEUHOTO COCTORHMUR B CYXOM 1.2]22., 1.2.26. COOTBETCTBYEeT
ropavyem Bo3gyxe |
1.2.32.
7
Cpox roguocra 36 mecsueR ¢ 4aTkl M3rOTOBNEHUR SRElgareTRrey

WcneiTanus, nosepkn nposepersl 8 o6veme np

3aknoyeHune:
Mpodykyus coomeemcmeyem HOpMamueHbIM m

ISO 11140-1-2011, 200Ha K UCNONL30BAHUIO € COO
npumeHeHusl.

HavanebHuk XTY

Komnnekraumo B cod
C 3aKas - HapRAOM Nf

Ornyck paspeiunn

£ ", HavansHuk npoussd
L %

CAHET-NETEPLYP!

HauanbHuk yrnakosoyH

MEMO-CAATOMHBIX UCNbITAHUA

oeaHusm, TY 9398-008-53262326-2009, rOCT
ememeuu ¢ HaaHavyenueM U obnacmeio

(%.A. BopoTHuukas

L’/

,{f
TRETCTBIM W
yoBepun it o
Dro y4acTka / W.H. Hevaesa
falgck)




VIMEATECT

CANMKY -NETEPFPSETYPT
AO "MepaTect", 191002, C.-Netepbypr, yn. Pasveaxan, 4.5

@opwma NC-1

npr.A, now. 8H-B2, T./d.: (B12) 572-23-95

Kopfrunopaamep (Mm):

ncne-CrepuMar

NMACMNOPT COOTBETCTBWA
MakeT AnNs NapoBoi, BO3AYWHOW, ITUNEHOKEUAHON, pagnaLMoHHOK CTepunu3aumum
KOMBUHUPOBaHHLIN camoknesiwpics nnockuit MNCMNB-CrepuMar
HPWM.832719-003NC
I 60x100; 75x150; 75x200; QOJ& 0; 90x180; 90x230; 90x250;
100x200; 100x210; 100x250; [100x300; 100x320; 100x400; Homep roc.
100x500; 115x200; 115x245; [130x250; 130x270; 130x370;  No 0P 2010/08882
140x200; 140x250; 140x390; [1$0x250; 150x280; 150x300; s
150x350; 150x400; 150x600; [190x330; 190x340; 200x300; §3262326-2010
200x330; 200x400; 230x280; [2p0x350; 250x320; 250x360;
250x400; 250x440; 250x500; [300x350; 300x400; 300x430;
300:2450; 300x500; 300x600; |[3p0x400; 350x470; 350x500;
350x600; 400x600; 450x500; [450x550; 500x600

Cepuiinbiii BbINYCK.

JaTy H3roToB/JeHHS CMOTPH Ha YIAKOBKE.

Ne i PeiynbraThbi
nin MNokazartenw AynkTol TheGosanni TY aHanuaa
1 F] 3 4
1 CooTBeTCTBUE BHEWHEro BuAaa 122.123.01286,127.,128. coomeemecmeyem
2 MapkupoBska 1.4.5. coomeememayem
CooTBeTcTBME COCTaBa
K} Komnnexty HT/L 1.3. coomeememeyem
MpoBepka ycTOMYMBOCTH
4 lcosmecTUMOCTH/ K thakTopam NS coomeememeyem
cTepunuauum
MpoBepka COXPaHHOCTH
5 MUKpOGHOro Bapbepa 1.2.14. coomeememeyem
CooTBeTcTBME LBETOB HAYANLHOND,
6 KOHEYHOro COCTOSHUM 124, coomeemecmeyem
WHOMKATOPHON METKMH
7 CpoK roiHOCTH NP XPEHEHWUH: 60 mecsLes|d aaTthl rOTOBNEHMA coomeemecmeyem
3aknyeHue:

Mpoaykuua cooTeeTCTBYET HOPMaTHBHbLIM TpeGoBaHuaAM,
1 0BNacTL NPUMEHEHUS.

F o herepsy

Ornyck paspewun
Havanehuk XTY

C 3aKa3 - HapAjoM np
HauaneHuk ynakosou

OTnyck paspewmn

Komnnekrauuio 8 coo&m’cmm

HavaneHuk npovasoafirsa

NnoaHa K MCNoNb30BaHMO E COOTBETCTBMA C HalHavYeHuem

epun
ro y4acTka




VIMEATECT *opas BE.
AO ":M‘e';:;eré'rr""-;E;[T-Oaé..é.-ne'repﬁypr. yn. Pasvesxan, 4.5, (n4T.A T./cb: (B12) 572-23-85
MACMOPT COOTBETCTBUA
MH,D,HKaTOp XUMUYECKNIA OAAHOPAa30BOIro NPUMEHEHUA
ANA KOHTPONA NPOUgCCoB CTepunusaynmn
: 4°C/7 MuWH
HPWM.E3; .0osnc
Knacc ucnonxenua no MOCT iSO 11140-1-2011 - 4 (mHdronepemerHbie)
Homep roc. peructpauuun NedCP 2009/05786 ot 14.12|2p17 Cepus Ne 130919
TY 9398-008-53262326-2009 [laTta usrotosnexuus | 092019
:ﬁ Mokazarenwu T?eﬁoaaaun TY Pesynirartel aHanusa
1 2 3 4
1 CooTBeTCTBME BHELWHEro Buaa 421 1231126, 128, 1.2.11, coorBeTcTBYeT
“HAMKaTopa 1.2.16.
Coorsercreue cocrasa
2 ynakoBku, komnnexty HTH, 1.3./1.46.,1.4.7. coorBeTCTBYeT
MapKUpPOBKM .
CooTBeTCTBHE UBETOBOW
3 raMMbl TEPMOWHAWKATOPHON 1 14.20., 1.2.24. coorBeTCcTBYeT
UBETOBOW METOK MHAMUKaTOpa
CooTBeTcTBHE B YCNOBUAX
4 rapaHTUPOBaHHOTO AOCTUKEHWA 1.2.24. cooTBEeTCTBYET
KOH@YHOTO COCTOSAHUA
MNpoBepka HECOOTBETCTBUA B
5 YCNOBUAX HEAOCTUXEHUA 12.25., 1.2.27. COOTBETCTBYET
KOHEe4YHOrQ COCTOAHMA B
HacblWEeHHOM nape
MpoBepka HECOOTBETCTEUA B
YCNOBUAX HEAOCTMKEHHA 4
6 KOHEUHOTO COCTORHUS B CYXOM 1222, 1.2.26. cooTBETCTBYEeT
ropsivemM Boafyxe
7 Cpok rogHocTH 12392, COOTBETCTBYET
36 mecauep|c AaTbhl WAroTOBNEHUA
NenbiTanus, noBepku npoBefeHbl 8 o6bemMe NENemMo-cAaTOUHbIX UCNbITAHKA
3aknoueHune:
Mpodykyus coomeemcmeyem HOPMamMuUEHbIM m,p:m:oeaﬂusm, TY 9398-008-53262326-2009, rOCT
ISO 11140-1-2011, 200Ha Kk UcnONL308aHUIO 8 COOINl@eMCcMeUU ¢ HasHaveHueM u obnacmeio
npumeHeHus.,
HauanoHuk XTY P w/’ M.A. BoporHuukas
g /’
Komnnexrayuio 8 CogreeTCcTBUM . /’l”
C 3aKas - HapsAoM nppeepun %‘%/ -
HauanbHuk ynakosoqhoro y4acTka =& == H Heyaesa
. OTnyck paspewun } \
A\ HauansHuk npoussoficTaa A.E Xopes
\ 1\




vIMEATECT

®opma NC-1
AQ "ch;e:l:e’c‘rq',. ‘:;1’0.05.'6.-ﬂemp6ypr. yn. Pasveaxan, 4.5 |nqT.A, T./¢: (812) 572-23-95
NMACNOPT COOTBETCTBUA
NHaukaTop Xumu4eckuii ofiHopasoBoro NPUMEHeHNS
ANA KOHTPONA NPOLECCOB CTepunmaaummn
"Mentect"-1
HPWM.8328
Knacc ucnonHenns no NOCT ISO 11140-1-2011 — 4 (MHgronepemeHHbIe)
Homep roc. peructpauun Ne®CP 2009/05786 ot 14.12(2017 Cepusn Ne | 240919
TY 9398-008-53262326-2009 Narta uarotosnexus | 09 2019
N2 n/n MNokasarenwu TpgGosanusa TY PeayniLTarel aHanuaa
1 2 3 4
1 CoorTBeTcTBME BHEWHEro Buaa 121, 1235125, 1.28,, 1.2.11, cooTBeTCTBYET
nHauKaropa 1.2.16.
CoortBercTBue cocrasa
2 ynaxkoBKu, komnnekry HT[, 131 146,147, cooTBeTCTBYET
MapKUpOBKU
CoorBercrBue UBETOBOW
3 raMmmbl TEPMOWHAMKATOPHOW M 1.2.20,1.2.24, cooTrBeTrcTByeT
UBETOBOW METOK WHAWKaTopa
CooTsercTeve B yCNOBUAX
4 rapaHTUpoBaHHOTO 1224 COOTBETCTBYET
BOCTUMEHUA KOHEYHOIo
COCTOSHMA
MpoBepka HECOOTBETCTBUA B
5 FORGERMGIC HEROCTTINNN 1.0.25, 1227 cooTBeTCcTBYeET
KOHEYHOrO COCTORAHMUA B
HacblWEHHOM nape
MNpoBepka HECOOTBETCTBUSA B
YCNOBUAX HEQOCTUXEHUA
6 KOHEUHOFO COCTORHMR B CYXOM 1..22., 1.2.26. cooTBeETCTBYET
ropavem Bosgyxe
7 Cpok roaHocTH 12.32. ! COOTBETCTBYET
36 mecsugd ¢ faThl M3rOTORNEHUS ]
UcnelTaHua, noBepku rnpoBedeHbl B o6bemMe NAemMo-caaTouHbIX UCNbITaHWRA
3aknioueHune:

ISO 11140-1-2011, 200KHa K UCMIONBL30BAHUIO 8 COO
npumMeHeHus.

Mpodykyus coomeemcmeyem HOPpMaMUEHbLIM mp’r
n

HavanbHuk XTY

ogaHuam, TY 9398-008-53262326-2009, FOCT
emcmeuu ¢ HasHaveHuem u obnacmero

W/
A
{ (,g M.A. BopoTHuukas

Komnnexkrauwio 8 cod
C 3aKas - Hapagom ny
HauanbHuK ynakosoyH

Ornyck paspewmn
HavaneHunk nponssod

TCTBAN %
; il P~
epun
oro yyactka //,1 W.H. Heuaesa

AE. Xopes




VIMELQTECT

CAHKT - NETEPEYPT

AQ "Meatect", 191002, C.-MNetepbypr, yn. Passeaxan, Ais_

i

®opma NC-1

nut Ar./cp.: (B12) 572-23-85

Knacc ncnonnenus no MOCT ISO 11140-1-2011 - 4 (MHoronepemeHHble)
Homep roc. peructpauun Ne ®CP 2010/09764 ot 26.08.2018r.

NACNOPT COQTBETCTBUA

WHaukaTop xumuveckui ogHopa

ro NpUMeHerus ANA KOKTpons

napoBon crepunusauum UKMNC-BH/01-"Mearect”-132/20

TY 9398-003-53262326-2006

Hpm.sskv 9.005MC

Cepus Ne 240919

[lata waroToBnexus 09 2019

Ne n/n Moxkasartenu Homepa riyLmroa TpeGoBanuin TY PeayneTaThl ananusa
1 2 3 4
CoorBercreune cocTaga
1 v 18 OOTBETCTBYET
1 xomnnekry HTA 149,023,131, 182 ¢ y
2 Mapkupoeka 14, COOTBETCTBYET
3 Cootaetcmue rabapuTHbIX 124,128, 1.26.,127., 128,129, cooTeeTcTayer
pa3MepoB, BHelWHero suaa 1.2.10.
YCTOWYMBOCTL K BO3AEHCTBUIO
4 CTepuNu3youwnx hakTopos 8 1.2.41. COOTBETCTBYET
YCNOBHAX OTCYTCTBUA napa
Cooreetcreue
IKCNNYATaUWOHHbIX KAYECTB
8 WHAMKATOPOB B PErNaMEHTHbIX 1214, 1.2.15.,1.2.16 COOTBETCTBYET
3HAYEHUAX
6 Cpok rogHocTH 121, CoOOTBETCTBYET
36 MecaLleB ¢ AaThl USTOTOBNEHWUS

WenoiTakus, nosepku nposesersl B o6veme npeax

3aknouenve:

MNpoaykuus COOTBETCTBYeY HOPMaTUBHbLIM TpeboBaHUAM, FoaHa K MCNONbIOBAHUIO B COOTBETCTEUM C
HadHavyenueM u obnacreio TPUMEHEHUA,

/f
y/;
9

P

CAHKT ETEPRYH

HavanbHuk XTVY

ABUTENLCKUX WCNBITEHUMA

F: 7 o /ﬂ.

; __MA BopoTtHuukan

{

Komnnekrauwio 8 ¢ogTeeTcTenm o 2L
C 3aKa3 - Haps/ oM NPoBEpUn it
HauansHuk ynakoBoyHoro yyacria £

OTnyck paspewm
HavanbHuk npougecmcma




VIMEQTECT

CAHKT - NETEFrRETYPT

AO "Meagtect”,

191002, C.-TMerepbypr, yn. Pazveaxas, 4

5| nut. AT/

®opma NC-1

(812) 572-23-985

Knacc nenonHenus no FOCT 1ISO 11140-1-2011 -4 (
Homep roc. peructpauyuv Ne ®CP 2010/09764 ot 26

MACMOPT CC
MHauKaTop XMMUYECKUHA OQHO
napoBou crepunusayum U

120 (+2)°C | 45

)QTBETCTBUA

BOro NpuUMeHeHus Ana KOHTPOns
C-BH/01-"MeprecT"-120/45

MH. (+3) MUH.

TY 9398-003-53262326-2006

(napameTpy pexama)

08.2018r.

HPWM.9327119.005NC

HOronepemeHHbIe)

Cepus Ne | 069919

[ata narotoanexHus| 092019

Mokasarenu Homepa nyHkToB Tpebosarun TY PesynbraThl aHanuia
1 2 3 -
1 COUTRERGEININ ORSTRES 1241128, 134, 162 COOTBETCTBYET
komnnexty HTO
2 MapkupoBska 1.4, cooTBeTCTBYET
3 Coorsercreue rabapuTHbix 1.24.,135,126,127,128, cooTBeTcTByeT
pa3mepoR, BHelWHero Buaa 129,1210
YCTOWYMBOCTL K BO3AGUCTBUIO
4 CTEPUNU3YIOLWMX (PAKTOPOE B 1.2.17. cCoOTBETCTBYyeT
YCNoBUAX OTCYTCTBUA napa ,
CooTBeTtcTBuNe ;
5 i inisipibguamabuios i 1214, 12151216 ’ cooTBeTCTBYeT
MHOWKATOPOB B pPernaMeHTHbIX
3HAYEHUAX
!
<] Cpok roagHoCTH 1221, | CoOTBETCTBYET
36 mecslies c AaTel M3roTOBNEHWA

MenbiTavusa, noBepku nposepeHsl B obbveme npeLbﬁauTenbcxax MCNbITAHNMA

3aknwovyexue:

MNpoayxuma COOTBETCTBYET HOPMATHUBHbLIM TpﬁﬁOBaﬁpﬁM, rofgHa K ¥Cnonb3oBaHWK B COOTBETCTBHKM C
HalHayeHuem u obnacTuio NPUMEHEHUA.

HavyanbHuk XT)

Komnnekrayuio B
C 32Ka3 - Hapaao
HavanbHuk ynak

OTnyck paspeLu
HavansHuk npo

x’acama

( L @ ZM.’A. BopoTHUUKas

| i
/
F 4
r

QOTBETCTBUMN 7
nposepun ) M
D4HOro y4acTka (2 ~W'H Heuaesa




EMEHTECT E dopma NC-
CANRY -PETEPEYPTr |
AQ "MepTect”, 191002, C.-Netepbypr, yn. Passeaxan, 4. 5 inqT. A T./d: (812) 572-23-95
MACNOPT COOTBETCTBUA
MHaukaTop XuMudeckuit
ANs KOKTPONA NapoBoi crepuninagun MKNC-"Mearect™-120/45
MKMNC-120 (+2)°C — 45 MuH. (+3) MUH.
(napauevp;}n bewuma)
HPWUM.832719.007NC
Knacc ucnonteHus no FOCT ISO 11140-1-2011 — 4 (MHgronepemeHHbie)
i o 7
Homep roc. peructpauuu Ne ®CP 2010/06854 ot 26.03.2018r. Cepuna Ne vy
TY 9398-001-53262326-2009 | Jata uaroroBnexns | 092019
]
;ﬁ Mokasatenu NyHkTh| TpeBosanunin TY PesynbTarbl aHanusa
1 2 3 s
CoorBercreue cocraea
1 komnnekty HTA 1:34. cooTBeTCcTBYyeT
2 Mapkuposka 1.4, cooTBETCTBYET
CooTBeTcTBUE BHEWHEro BMAA, i g 1.2:3, 1.2.4.-125.,127.,
8 OKpacku atanoxa 1.2.18} 1.2,18., 1.2.21. i i ol
YCTORUYUBOCTL K BO3AEHCTBUIO 4
4 CTOPUANAYIOWMX (haKTOPOS 317, .22 cooTrBeTcTBYyeT
CoorBercTBuUe |
5 IKCMNYaTaUUOHHbIX Ka4ecTs 1218 W T —
UHAWKATOPOB B PernameHTHbIX ¥ Reecaia y
3HAYEeHUAX i
[l 1.2.25.
0 Cpox rogmoctn 36 MECﬂueL € 0aTbl U3rOTOBNESHUA i

WcnbiTanna, noBepkun nposeaersl B o6beme np

3aknioyeHue:

Mpodykyus coomeemcmeyem HOpMaMUSHbLIM mpﬂf
]

ISO 11140-1-2011, 200Ha K UCNONBL30BAHUIO 8 COOM
npuMeHeHus.

HavanbHuk XTY

@0 BABUTENBCKUX UCNbITAHUNA

ogaHusm, TY 9398-001-53262326-2009, TOCT
emecmeuu ¢ HazHavyeHuem u obnacmeio

A

Komnnexrauuo B
C 3aKas - HapsaoM n

Ha4ansHuk ynakosoy

OTnyck paspewnn
HavanoHuK nponss

gqacrea

TBETCTBMK

Hosepun
HOTO yuacTka

M%

A W.H Heuaesa

M.A. BopoTHuuKkas



VIMEQTECT

CAMKT - NETEPEY P

AOQ "Mearect", 191002, C.-MeTepbypr, yn. Pasvesxan, 4.5 n

Qopma MNGC-1

ht A, nom . 8H-B2 T./d: (812) 572-23-95

MACNOPT COOQ

TBETCTBUA

MHOuUKaTop XMUYECKni

AN KOHTPONS BO3AYLLHOW CTepUny

sauun UKBC-"MepTtect'-180/60

MKBC-180 (+3)°C — 60 MuH. (+5) muH.

(mapka, napameT

HPWUM.8327

Knacc ucnonHenus no FOCT 1SO 11140-1-2011 - 4 (M1

Pbl, PEXUMBI)

9.008 NC

DronepemMeHHble)

Homep roc. peructpauun Ne ®CP 2010/06854 ot 26.03.R018 r. Cepwa Ne | 2560919
TY 9398-001-53262326-2009 Jata narotosnenns |06 2019
:ﬁ‘ Mokasartenwu Tpébosanua TY Pe3ynuTarbl aHanusa
1 2 3 4
CoorBeTrcTBue cocTaBa i
{31 cooTBeTCcTBYEeT
L komnnekry HT[ 3 ¥
2 CooTBeTcTBUEe MAapKUPOBKW, 1.4. 1.5, cooTBeTCTBYET
YyNakoBKK
‘ T e ——— 121, 1.213., 1.24.,, 1256, 128
| 3 ik b HEGEIG e 127, 121011211 .1.2.92., 12138, COOTBETCTBYET
l MHAWKATOPOB 1914
YCTORYMBOCTL K BO3AEUCTBUIO
4 CTepunuayouwmx akropos 8 i B 7 8 cooTBeTCTBYET
YCNOBUAX OTCYTCTBUA Napa
CooTBeTcTBUE
IKCNIYaTaUMOHHbIX Ka4uecTs _ ?
5 WHAMKATOPOB B POrNAMSHTHLIX 1.2.14.,1.2.19., 1.2.21. cooTBeTCTBYeT
3HAYEHUSX
6 Cpok rogHocTH 1.2.25. coorBeTcrByer
36 mecaues ¢ AaTsl U3roTOBNEHUA

Wcnbitanus, noBepkn npoBegeHbl B o6bemMe NPRABLABUTENBCKUX UCNBITAHUNA

3aknoyeHue:

Mpodykyun coomeemcmeyem HopMamueHbiM mpebosarusam, TY 9398-001-53262326-2009, TOCT
ISO 11140-1-2011, 200Ha Kk ucnonNbL308aHUK 6 COOMEeMCeMeaUU C HasHaYyeHuem u obnacmeio

npuMeHeHus.

HavanbHug XTY

J¥F o Ornyck paspewiun

Komnnexkrauuio B coqreeTcTBun

===\ HauankHuK npoussojicTea

e

#‘";"’}‘/.'d i
éfef /" M.A. BopoTHuukas

/ N8N C 3aKkas - Hapsaom ngosepun ! 'z% ‘,f/(
18/ "%\ HauansHuk ynakoBoqHoro yuactka 7 WH. Heuaesa
(& /i VEA N A
§/OTK \:




VIMEQTECT

CAHMKT -NETYEPEYPT

AO "MepTect", 191002, C.-Mervepbypr, yn. Paswesxan, 4.5, ny

dopma NC-1

T.A T/ (812) 572-23-95

MACMOPT COOTBETCTEBUA

MHgukaTop xupuyeckui
ONA KOHTPONS naposown mepmmi:mw WKNC-"Meparect"-132/20
WKNC-132 (£2)°C — 20 MuH. (+2) MUH.
(napameTpbl pexuma)
HPWMM.g32719.007NC
Knacc ncnonHenus no MOCT 1ISO 11140-1-2011 - 4 (MHgronepeMeHHbIe) e
Homep roc. perucTpaumu Ne ®CP 2010/06854 ot 26.03.2018r. Cepun Ne
TY 9398-001-53262326-2009 Nlata warotosnenus | *? 2019
,:?:‘ Mokazarenwu Tpgbosanua TY Pe3ynbTaThbl aHanusa
1 2 3 4
CooTBeTCTBME COCTaBa eTCTBYOT
1 komnnexry HTA 131 cooTB y
2 MapknupoBka 14. cooTBeTCTBYET
CooTBeTCTBME BHeWHero BUaa, $.21. 1253, 124-125, 127,
3 okpacku sranona 1.2.13,1.2.18,, 1.2.21. UDOTRITATOFY
4 | Yorohusgecra x sasanicTmo 1917, 1.2.21. cooTBeTCTBYeT
CTEepUNUayoWwmMx gakropos
Coorsercreue
JKCNNyarauynMoOHHbIX KavecTs
. WHAMKATOPOB B PErNaMeHTHBIX 1.2.18. eoTeeYCTRyeY
3HAYEeHUAX
6 Cpok rogHocTH 1.2.25. | cooTBeTCcTBYeT
36 Mecaues C AaTbl U3rOTOBNEHUR |

UcnbiTanus, noBepku nposegersl B o6beme np

3aknioveHne:
npodykyus coomeemcmeyem HOPMamueHbIM mp

EABRBUTENLCKUX UCNbITAHNA

6oeaHUAM, 200Ha K UCNOML306aHUIO 8

coomeemcmseuu ¢ HazHaveHuem u o61acmeio NpuMeHeHus.
7N HavansHuk XTY (/W M.A. BopoTHuykas
/ 17
.‘7
Komnnexkrauui B COOTBETCTBUK i

OTnyck paspewmn

C 3aKa3 - HapAnoMm npoeepun e
HavaneHuk ynakosguHoro yqacry/?‘-- Y

HauansHuk npousspacTea &l

W.H. Hevaesa




TUVRheinland

EC Certificate
Directive 93/42/EEC Annex V
Production Quality Agsurance

Medical Devicgs

Registration No.: DD 60/139535 0001
Report No.: 26300232 017

| Manufacturer: ZARYS International Group
Spolka z ograniczona odpowiedzialnoscia,
spolka komandytowa
ul. Pod Borem 18
41-808 Zabrze
Polska

Products: (see attachments for produdts and sites included)

Replaces EC Certificate, Registration No.: DD 60117020 0001

Expiry Date: 2024-05-27

The Notified Body hereby declares that the requirements of Annex V of the directive 93/42/EEC have
been met for the listed products. The above named manufagturer has established and applies a quality
assurance system, which is subject to periodic surveillance| defined by Annex V, section 4 of the
aforementioned directive. For placing on the market of clasg llb and class Il devices covered by this
certificate an EC type-examination certificate according to ;nnex Il is required.

Notified Body
Effective Date: 2015-06-09

Date: 2019-05-27
Rafal Byczkowski

TUV Rheinland LGA Products GmbHi - TillystraBe 2 - 90431 Niirnberg
TOV Rheinland LGA Products GmbH is a Notifief Body according to Directive 93/42/EEC
concerning medical devices with thg identification number 0197.




TUV Rheinla

LGA Products

TillystraBe 2, 90431

Attachment to

Certificate

Registration No.: DD 60139535 0001
Report No.: 26300232 017
Manufacturer:

®

TUVRheinland

Rev. 0

d boe. 2/6,

mbH
lirnberg

ZARYS International Grgqup

Spolka z ograniczona ogpowiedzialnoscia,

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




TUVRheinland

TUV Rheinland Doc. 1/6, Rev. 0
LGA Products bH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: DD 60139535 0001

Report No.: 26300232 017
Manufacturer: ZARYS International Group

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

Polska

Products included:

- Sterile and non-sterile cutting gauze

- Non-sterile dressing gauze

- Sterile and non-sterile gauze swabs
(with or without X-ray thread)

- Sterile and non-sterile gauze lap sponges
{with X-ray thread/ with X-ray chip)

- Sterile and non-sterile gauze balls
(with or without X-ray thread)

- Sterile and non-sterile gauze rolls
{with or without X-ray thread)

- Sterile and non-sterile non-woven swabs
{with or without X-ray thread)

- Sterile paraffin gauze dressings

- Sterile three-way stopcocks

- Sterile transfusion sets for single use

- Sterile infusion sets for single use

- Sterile extension tubes for infusion pump

Notified Body

Date: 2019-05-27

Rafal Byczkowski




Attachment to
Certificate
Registration No.:
Report No.:

Manufacturer:

Products included:
- Sterile insulin
- Sterile
- Sterile
- Sterile
- Sterile
- Sterile
- Sterile
- Sterile

insulin

Date: 2019-05-27

tuberculin syringes
hypodermic needles

locd lancets

IV cannulas
needle free valves
surgical gloves

TUV Rheinland .
LGA Products Gr[;an

TillystraBe 2, 90431

DD 60139535 0001
26300232 017

ZARYS International Gro
Spolka z ograniczona od
spolka komandytowa
ul. Pod Borem 18
41-808 Zabrze

Polska

syringes

pen needles
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p
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TUV Rheinland i, L
LGA Products bH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: DD 60139535 0001

Report No.: 26300232 017
Manufacturer: ZARYS International Gropp

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

Polska

Products included:

For the following medical devices the scope covers
only the aspects of manufacture concerned with
securing and maintaining sterile conditiong:

- 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

TUVRheinland

Rev. 0




TUVRheinland

TUV Rheinland S ik il
LGA Products bH
TillystraBe 2, 90431 Niirnberg

Attachment to
Certificate
Registration No.: DD 60139535 0001
Report No.: 26300232 017
Manufacturer: ZARYS International Gropp
Spolka z ograniczona odpowiedzialnoscia,
spolka komandytowa
ul. Pod Borem 18
41-808 Zabrze
Polska

Products included:

For the following medical devices the scopeg covers
only the aspects of manufacture concerned with
securing and maintaining sterile conditions:

- Vaginal speculums
- Cerwvical brushes

- Urine bags

- Tongue depressors
- Guedel airways

- Intubation stylets ~—
- Endotracheal tube holders ,'/‘? y3<‘,‘3
- Suction tubes

- Withdrawal cannulas 7oy
- Alginate dressings [is

- Cannula stoppers IF
- Umbilical cord clamps

Notified Body

Date: 2019-05-27

Rafal Byczkowski




Attachment to
Certificate
Registration No.:
Report No.:

Manufacturer:

Products included:

ZARYS International

TUVRheinland

TUV Rheinland e i g T

LGA Products G'nan
TillystraBe 2, 90431

DD 60139535 0001
26300232 017

iirnberg

ZARYS International Group
Spolka z ograniczona odpowiedzialnoscia,

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

Group

Spolka z ograniczona odpowiedzialnoscia,

spolka komandytowa
ul. Gustawa Eiffel'a
44-109 Gliwice
Poland

Activity: Production

Date: 2019-05-27
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THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

IQNet
DQS GmbH Deutsche Gesellschaft zur Z
hereby certify that|{the company

Geksa-netkanie materiali, LLC

Tsentralnayp str., 3
143405 Goljoyo village
Krasnogorskiy district

Moscow region

Russian Federation

rj:ifizierung von Managementsystemen

with the organizational units/gites as listed in the annex
has implemented and maintains a Quality Management System.

Sco
Development, design and production of sterile and nonsterile dispo
disposable medical clothes of various application, sterile and no terile disposable medical instruments of various application,
sterile and nonsterile disposable personal protective equipment o medical purpose; laminated and nonlaminated, single-layered
and multi-layered, with impregnation and without impregnation rolled polymer woven, nonwoven and geocell materials of

industrial-use including for ensuring of vapor moisture proofing in cgnstruction of roofs, walls, floor structures, for soil constructions

stabilization materials, for road construction and different light industry sectors as well as nonwoven materials for solving of the
problems of agricultural sector, gardeningy crop growing and vegetable growing.

able medical linen of various application, sterile and nonsterile

Through an audit, documented in a report, itjwas verified that the management system
fulfills the requirements of the following standard:

ISO 9001 : 2015

Valid from 2016-12-26
Valid until 2019-12-25
Date of certification 2016-12-26

Registration number: DE-31100767 QM15

Bl . P

Frank Graichen
Managing Director of DQS GmbH

IQNet PaEners":

Michael Drechsel
President of IQNet

AENOR Spain AFNOR Certification France AlB-Vingott
CISQ Italy CQC China CQM China CQS Czech Rep blic Cro Cert Croatia DQS Holding GmbH Germa
FCAV Brazil FONDONORMA Venezuela ICONTEC Colombia IMNC Mexico Inspecta Certification Finland INTE
IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece M3ZT Hungary Nemko AS Norway NSAI lreland PUBG
Quality Austria Austria RR Russia SIGE México Sl| Igrael SIQ Slovenia SIRIM QAS International Malaysja |
SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serbia A\
IQNet is represented in the USA by: AFNOR Certification, CISQ, DQS Holding GmbH and NSAI Inc. ",::\ \ %%,
NG S
o ¢
.com;

()
* This attestation is directly linked to the IQNet Partner's origingl certificate and shall not be used as a stand-alone docu '3‘\{ »
** The list of IQNet partners is valid at the time of issue of this certificale. Updated information is available under www.ignet-certificaia




EG-Zertifikat /| EC-Certificate

gem. 93/42/EWG Anhang Il ohne (4) /|acc. 93/42/EEC Annex Il without (4)

Hiermit wird bescheinigt, dass die Firma / This certifies, that the company

Van Qostveen Medical B. V.

Herenweg 269
3648 CH Wilnis
The Netherlands

fur die Produkte / die Kategorie: Liste der Produkte siehe Anlage 1
for the products / product category: List of products see annex 1

Skalpellklingen, Skalpellen, Bluttransfusionssets, Blutlanzetten, elektronische Blutdruckmessgerdte, Kondome,
Trachealtuben, Foley Ballon Katheter, chirurgische Handsghuhe, Infusionssets, Intraventse Katheter, Nadeln,
Paraffingaze, Intravendse Infusionsbestecke Kopfhautvengn, Spritzen komplett mit Kaniile, Tuberkulinspritzen,
Insulinspritzen, digitale Thermometer, 3-Wegehdhne, Aneroide Blutdruckmessgerite, Thermometer,
Untersuchungshandschuhe, Spritzen, Urinbeutel, Tropfer fir Medikamente.

Blades, Scalpels, Blood Administration Sets, Blood Lancels, Electronic Sphygmomanometers, Condoms,
Tracheal Tubes, Foley Balloon Catheters, Surgical Gloves| Infusion Sets, Intravenous Catheters, Needles,
Paraffin Gauze, Scalp Vein Infusion Sets, Syringes complgte with Needle, Tuberculin Syringes, Insulin Syringes,
Digital Thermometers, Three Way Stopcocks, Anerold SpRygmomanometers, Thermometers, Examination
Gloves, Syringes, Urine Bags, Droppers for Medicine.

ein Qualitatssicherungssystem fir die Auslegung, die Fertigung und die Endkontrolle der genannten Produkte nach Ma3gabe
des Anhang Il (chne Abschnitt 4) der Richtlinie 93/42/EWG anwendpt. Zuséatzlich zur CE-Kennzeichnung muss die Kennummer
der Benannten Stelle angebracht werden. Die Gltigkeit dieses Zerfifikats beruht auf der Aufrechterhaltung des Qualitats-
sicherungssystems in Uberelnstimmung mit den Anforderungen derRichtlinie und seiner Uberwachung durch die Benannte
Stelle gem. Anhang Il Abschnitt 5. Das Zertifikat ist unter keinen Unjsténden Ubertragbar.

has established a quality system for design, production and final tegting acc. to thé requirements of Annex Il (without section 4)
of the directive 93/42/EEC. Additional to the CE-marking the notificgtion number of the Notified Body has to be affixed. The
validity of this certificate is based on the maintenance of the quamylysfem in accordance with the requirements of the directive
and its surveillance by the Notified Body according Annex Il section|5. The certificate may not be transferred under any
circumstances.

Reg.-Nr. / Reg.-No. 04 232 041335 Gliltigkeit / Validity

Bericht Nr. / Report No. 3523 7665 von/ from 2019-03-12
bis / until 2024-03-11

Zertifizierungsstelle fiir Medizinprodukte Essen, 2019-03-12
Certification body for medical devices

TUV NORD CERT GmibH Langemarckstralle 20 45141 Hssen

Benannte Stelle Kenn-Nr. 0044 / Notified Body ID. No. 0044
***ﬁv g Benannt durchiDesignated by

* Yr  Zentalstella der Lander &

fiir Gesundheitsschulz @
* gks * bai Arzneimilleln und g
* * Madizinpcoduklen i

Kot * %% 7LG-B$-236.10.16




ANLAGE/ANN

Anlage 1, Blatt 1 von §
Annex 1, page 1 of §

Reg.-Nr./ Reg. No. 04 232 041335

Produkte der Klasse Im
Products of class Im

Thermometer, Quecksilber frei
Thermometer, Mercury free

BlutdruckmeBgerat, aneroid
Sphygmomanometers, Aneroid

UMDNS

14-028

16-156

Anmerkung: Fir Produkte der Klasse | mit Messfunktion beschfankt sich das Zertifizierungsverfahren auf die

Herstellungsschritte in Zusammenhang mit der Ko
Anforderungen.
Note: For products of class | with measuring functions th

hformitat der Produkte mit den messtechnischen

b certification process is restricted to the aspects of

manufacture concerned with the conformity of the devices with metrological requirements.

Bericht Nr. | Report No. 3523 7664

S Ve

Zertifizierungsstelle flir Medizinprodukte
Certification body for medical devices

TUV NORD CERT GmbH Langemarckstraiie 20 4514

Benannte Stelle Kenn-Nr. 0044 / Notified Body ID. No. 0044

*\ﬁ' '&ﬁ‘ * Benannt durch/Designated by
<+ Zentalstelle der Lander
fur Gesundheilsschutz

* g&ﬁ bl bai A:zmimitm und %
* b4 Medizinprodukten

Foge *fr* ZLG-BS-236.10.16

1 Essen

Gultigkeit / Validity
von / from 2019-03-12
Edition 5

Essen, 2019-03-12

www.tuev-nord-cert.de  medical@tuev-nord.de




ANLAGE/ANN

Anlage 1, Blatt 2 von §
Annex 1, page 2 of §

Reg.-Nr./ Reg. No. 04 232 041335
Produkte der Klasse Is

Products of class Is

Spritzen 2- und 3-teilig

Syringes 2- and 3-part

Harnauffangbeutel
Urinary Collection Bags

Harnauffangbeutel, Sdugling
Urinary Collection Bags, Infant

Untersuchungshandschuhe, steril
Examination gloves sterile

Tropfer, Medikamente
Dropper, Medicine

EX

UMDNS

13-929

14-298

16-782

11-882

12-506

Anmerkung: Fiir Produkte der Klasse | steril beschrankt sich das Zertifizierungsverfahren auf die Aspekte der Herstellungs-

schritte in Zusammenhang mit der Sterilisation un

i der Aufrechterhaltung der Sterilitat,

Note: For products of class | sterile the certification procgss is restricted to the aspects of manufacture concerned

with securing and maintaining sterile conditions.

Bericht Nr./ Report No. 3523 7664

I &

Zertifizierungsstelle flir Medizinprodukte
Certification body for medical devices

TUV NORD CERT GmbH Langemarckstrafe 20 451

Benannte Stelle Kenn-Nr. 0044 / Notified Body ID. No. 0044

. o gy, et curehDosignated by

*u Zenttalstelle der Lander g
fur Gesundhaeitsschutz

hat ka *x I;-I der:ltlmm ;

ﬁ * Medizinprodukien ;

o ﬁ** 71 G-BS-236.10.16

Guiltigkeit / Validity
von / from 2019-03-12
Edition 5

Essen, 2019-03-12

}1 Essen www.tuev-nord-cert.de  medical@tuev-nord.de




Anlage 1, Blatt 3 von 5
Annex 1, page 3 of 5

Reg.-Nr./ Reg. No. 04 232 041335

Produkte der Klasse lla
Products of class lla

Klinge, Messer
Blades, Knife

Messer, Skalpell

Knifes, Scalpel
Bluttransfusionsbesteck
Blood Administration Set

Lanzette, Blut
Lancets, Blood

BlutdruckmeRBgerat, elektronisch
Sphygmomanometers, Electronic

Endotracheal Tubus
Endotracheal tubes

Katheter, Harnwege, Foley
Catheters, Urinary, Foley
Handschuhe, chirurgisch
Gloves, Surgical

Bericht Nr. / Report No. 3523 7664

M-

Zertifizierungsstelle fir Medizinprodukte
Certification body for medical devices

TUV NORD CERT GmbH Langemarckstraie 20 4514

Benannte Stelle Kenn-Nr. 0044 / Notified Body ID. No. 0044

*ﬁ‘ *‘ﬁ* Baenannt durch/Oasignated by

* * Zenbalstelle dor Linder §

* Eh W for Gesundheitsschutz a
e bei Arzneimitteln und

*r *r Medignprodukten 5

** *ﬁ* ZLG-BS-236.10.16

ANLAGE/ANNEX

1 Essen

Glltigkeit / Validity
von / from 2019-03-12
Edition 5

Essen, 2019-03-12

www.tuev-nord-cert.de

UMDNS

12-234

12-252

10-421

10-440

16-157

14-085

10-720

11-883

medical@tuev-nord.de




Anlage 1, Blatt 4 von 5
Annex 1, page 4 of §

Reg.-Nr./ Reg. No. 04 232 041335

Produkte der Klasse lla
Products of class lla

Intravenoses Infusionsbesteck, allgemer

Intravenous Administration Sets, Gener
Katheter, intravenous, peripher
Catheters, Intravenous, Peripheral
Intravendses Infusionsbesteck Kopfhaut
Intravenous Administration Sets, Scalp |
Nadeln, hypodermisch

Needles hypodermic

Verband, nichthaftend

Dressing, Nonadherent

Spritze, subkutan

Syringe, hypodermic

Spritze, Tuberkulin

Syringes, Tuberculin

Spritze, Insulin

Syringes, Insulin

Bericht Nr. / Report No. 3523 7664

H-J. de—

Zertifizierungsstelle fir Medizinprodukte
Certification body for medical devices

TUV NORD CERT GmbH Langemarckstraide 20 4514

Benannte Stelle Kenn-Nr. 0044 / Notified Body ID. No. 0044

*ﬁ‘f(* % Benanat durehvDesignated by

* Yy Zentaistelle der Lindaer
* gke * fiir Gesundheilsschulz @
bei Arznelmilleln und

Yr * Madizinprodukten

*ﬁ-*#* ZLG-BS-236.10.16

ANLAGE/ANNEX

UMDNS
e Verwendung 12-157
| Purpose
10-727
vene 17-825
Vein
12-745
11-325
13-940
13-945
13-941
Giltigkeit / Validity
von / from 2019-03-12
Edition 5§
Essen, 2019-03-12
Essen www.tuev-nord-cert.de  medical@tuev-nord.de




Anlage 1, Blatt 5von 5
Annex 1, page 5 of §

Reg.-Nr./ Reg. No. 04 232 041335

Produkte der Klasse lla
Products of class lla

Thermometer, elektronisch
Thermometers, Electronic

Dreiwegehahn
Three-way stopcock

Produkte der Klasse llIb
Products of class llb

Kondome, mannlich
Condoms, Male

Bericht Nr. / Report No. 3523 7664

A )&

Zertifizierungsstelle fir Medizinprodukte
Certification body for medical devices

TUV NORD CERT GmbH Langemarckstrae 20 4514

Benannte Stelle Kenn-Nr. 0044 / Notified Body ID. No. 0044

*ﬁ'ﬁ'ﬁ % Benann! durch/Designated by

g Yr  Zenualstalle der Linder &

fir Gesundheitsschulz g

* ghe * bei Arzneimitieln und §
* * Medizinprodukten

Foe A #% z16.85:236.10.16

ANLAGE/ANNEX

Essen

UMDNS

14-032

13-803

UMDNS

18-080

Giiltigkeit / Validity
von { from 2019-03-12
Edition S

Essen, 2019-03-12

www.tuev-nord-cert.de  medical@tuev-nord.de
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