Declaration of Conformity helena

Biosciences Europe

HL-7- 0163 DC DOI 2014/05 (8)

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to In Vitro Diagnostic Medical
Devices & CE marking.

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex Il (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code Classification Code
5265 Thromboplastin LI 55983
5265H Thromboplastin LI 55983
5267 Thromboplastin LI 55983
5269 Thromboplastin LI 55983

I, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name:  M.J. Stephenson Title: Managing Director
Signed: %/CM/ Date: 07 May 2014

Tel +44 (0)191 482 8440 Helena Biosciences Europe
Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com b Gateshead, Tyne and Wear, NE11 0SD,

pigil eI LiessIeResREe™ | United Kingdorn

Date: 2020.11.18 16:12:15 EET hi

Reason: MoldSign Signature
Location: Moldova
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Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016

)

By Royal Charter

This is to certify that: Helena Laboratories (UK) Ltd
trading as Helena Biosciences Europe
Queensway South
Team Valley Trading Estate
Gateshead
Tyne and Wear
NE11 0SD
United Kingdom

Holds Certificate Number: MD 69326

and operates a Quality Management System which complies with the requirements of ISO 13485:2016 & EN ISO
13485:2016 for the following scope:

The design, manufacture, supply, servicing and repair of in-vitro diagnostic devices, molecular
biology products, immunochemistry products and medical laboratory equipment and
consumables.

S M Sra

Stewart Brain, Head of Compliance & Risk - Medical Devices

For and on behalf of BSI:

Original Registration Date: 2002-10-25 Effective Date: 2018-04-14
Latest Revision Date: 2018-11-28 Expiry Date: 2021-04-13
@ Page: 1 of 2
UKAS . o
..making excellence a habit:

003

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+69326&ReIssueDate=28%2f11%2f2018&Template=uk

Certificate No: MD 69326

Location

Registered Activities

Helena Laboratories (UK) Ltd

trading as Helena Biosciences Europe
Sunderland Enterprise Park

Colima Avenue

Sunderland

SR5 3XB

United Kingdom

The design, manufacture, supply, servicing and repair of
in-vitro diagnostic devices, molecular biology products,
immunochemistry products and medical laboratory equipment
and consumables.

Helena Laboratories (UK) Ltd

trading as Helena Biosciences Europe
Queensway South

Team Valley Trading Estate
Gateshead

Tyne and Wear

NE11 0SD

United Kingdom

Original Registration Date: 2002-10-25

Latest Revision Date: 2018-11-28

The design, manufacture, supply, servicing and repair of
in-vitro diagnostic devices, molecular biology products,
immunochemistry products and medical laboratory equipment
and consumables.

Effective Date: 2018-04-14
Expiry Date: 2021-04-13

Page: 2 of 2

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.

An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.

A Member of the BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+69326&ReIssueDate=28%2f11%2f2018&Template=uk
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THE INTERNATIONAL GEHTIF\G_ATION NETWORK
www.ignet-certification.com

IQNet, the association of the world’s first class
certification bodies, is the largest provider of management
System Certification in the world.

IQNet is compesed of more than 30 bodies and counts
over 150 subsidiaries all over the globe.

CERTIFICATO n. 4264/4/C
CERTIFICATE No.

S| CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

KIMA S.R.L.

UNITA OPERATIVE / OPERATIVE UNITS

Via Leonardo Da Vinci, 22 - Zona Industriale Tognana - 35028 Piove di Sacco (PD)
Italia

£ CONFORME ALLA NORMA / (S IN COMPLIANCE WITH THE STANDARD

UNI EN ISO 9001:2015

Sistema di Gestione per la Qualita / Quality Management System

PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES

EA: 29

Commercializzazione di prodotti del Gruppo: kit diagnostici,
terreni di coltura per microbiologia, articoli in plastica per laboratorio analisi,
provette con vuoto predeterminato e aghi sterili.

Trading of the products of the Group: diagnostic kits, culture media for microbiology,
plastic disposable labware, test tubes with predetermined vacuum and sterife needles.

Riferirsi alla documentazione del Sistema di Gestione per fa Qualita aziendale per 'applicabllita del requisiti della norma di riferimenta.
Refer to the documentation of the Quality Management System for details of application to reference standard requirements.
II presente certificato & soggetto al rispetto del documento ICIM “Regolamento per la certificazione dei sistemi di gestione” ¢ al relativa Schema specifico.
The use and Ihe validily of his ceriificate shall salisfy the requirements of the ICIM document "Rules for the certification of company management systems” and specific Scheme.
Per informazioni puntuali e aggiornate circa eventuali variazioni intervenute nello stato della certificazione di cui al presente ceriificato,
si prega di contattare il n° telefonico +39 02 725341 o indirizzo e-mail info@icim.it
For timely and updated information about any changes in the certffication status referred fo in this certificate,
please confact the number +33 02 725341 or email address info@icim.it.

Data emissione Emissione corrente Data di scadenza
First issue Current issue Expiring date
18/01/2007 18/01/2019 17/01/2022

™\
\
/
\

ICIMS.p.A.
Piazza Don Enrico Mapelli, 75} 20099 Sesto San Giovanni (MI)

wiwwg icim. it

FEDERAZIONE

CIsQ

ACCREDIA %,

=

ml L'ENTE ITALIANO DI ACCREDITAMENTO

o i

EI www.cisg.com

g SGQ N°004A CISQ & la Federazione Italiana di Organismi di

3 Certificazlone del sistemi di gestione aziendale.

o Membro degli Accordi di Mutuo Riconoscimente EA, IAF e ILAC CISQ is the Italian Federation of management
system Certification Bodies.

Signatory of EA, IAF and ILAC Mutual Recognition Agreements
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THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

CISQ/ICIM SPA has issued an |IQNet recognized certificate that the organization:

KIMA S.r.l.
Via Leonardo Da Vinci, 22 - Zona Industriale Tognhana - 1-35028 Piove di Sacco (PD)

has implemented and maintains a

Quality Management System

for the following scope:

Trading of the products of the Group: diagnostic kits, culture media for microbiology,
plastic disposable labware, test tubes with predetermined vacuum and sterile needles.

which fulfils the requirements of the following standard:

ISO 13485:2016

Issued on: 2019-01-18
First issued on: 2007-01-18
Expires on: 2022-01-17

This attestation is directly linked to the IQNet Partner’s original
cettificate and shall not be used as a stand-alone document.

Registration Number: 1T-70247

~ EaNet — -
Net” gl cisq P ZrerZan

Alex Stoichitoiu Ing. Claudio Provetti
President of IQNET President of CISQ

IQNet Partners*:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ lialy

CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany FCAV Brazil
FONDONORMA Fenezuela ICONTEC Colombia Inspecta Sertifiointi Oy Firdand INTECO Costa Rica

IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland

NYCE-SIGE México PCBC Poland Quality Austria Austria RR Russia SII Israel SIQ Slovenia
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russsia TSE Turkey YUQS Serbia

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

THE IMTCRSTIONAL CERTIRCATIN b

* The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www.ignet-certification.com
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www.vacutestkima.it

DICHIARAZIONE DI CONFORMITA CE
EC DECLARATION OF CONFORMITY

conforme all’Allegato III della Direttiva 98/79/CE “Dispositivi Medico-Diagnostici In Vitro” e s.m.i.
according to Annex III of the Directive 98/79/EC on "In Vitro Diagnostic Medical Devices” as amended

fabbricante VACUTEST KIMA S.r.l. - articoli per laboratori analisi
manufacturer disposable labware
indirizzo Via dell'Industria, 12
FrESs 35020 Arzergrande (PD) - Italia

posta elettronica

p info@vacutestkima.it
e-mail

telefono fax
phone +39-049-9720624 P +39-049-9720182

Sistema di prelievo di sangue e altri liquidi biologici
S , ~ mediante provette con vuoto predeterminato in plastica
identificazione dei prodotti “WACUTEST KIMA".

product identification

“WACUTEST KIMA” vacuum blood and biological liquids
collection tubes in plastic.

nome commerciale

brand name “"VACUTEST KIMA”

classificazione dei prodotti dispositivi diversi da quelli elencati nell’Allegato II della Direttiva 98/79/CE e s.m.i.
product classification devices other then those mentioned in Annex II of the Directive 98/79/EC as amended

Si dichiara
sotto la propria responsabilita che tutti i dispositivi sopraelencati rispettano le disposizioni applicabili della Direttiva
98/79/CE e s.m.i."Dispositivi Medico—-Diagnostici In Vitro”.
Tutta la documentazione tecnica richiesta dall’Allegato Il della succitata Direttiva e comprovante il rispetto dei Requisiti
Essenziali di cui all’Allegato | della Direttiva, & conservata a cura del Fabbricante

Hereby we declare
under our sole responsibility that the above mentioned devices meet the applicable provisions of the Directive 98/79/EC
as amended on 'In Vitro Diagnostic Medical Devices”.

All the supporting documents, as required by Annex III, in order to prove conformity to the Essential
Requirements as listed in Annex I, are retained under the premises of the Manufacturer

plllggoaﬁ ;Zgate Arzergrande, 01/01/2015
] Assicuratore Qualita / Quality Manager
irma _ Giovanni Chiarin

signature

| OV QLL«Q M

VACUTEST KIMA srl - Vacuum tubes - Via dell’Industria, 12 - 35020 ARZERGRANDE (PD) Italy - e-mail: info@vacutestkima.it
Tel. +39 049 9719511 / 9720624 - Fax +39 049 9719543 / 9720182 - Reg. Imp. Padova, Cod. Fisc. e P. IVA 03450130285 - REA PD 311870 - Cap. Soc.€15.300,00 i.v.



DEJIEPAIIEHOE ATEHTCTBO
~TI0 TEXHWYECKOMY PEI'VJIMPOBAHHIO U METPOJIOTHH
~ CUCTEMA JOBPOBOJ/IbHOM CEPTHOHKAIMM I'OCT P
«EAC AUDIT» =
PETHCTPAITMOHHBIN HOMEP POCC RU.32028.04EACI
OPIAH I10 CEPTHOHKAIIAN 000 «TOPTECT»
PECMCTPALIMOHHBI HOMEP POCC RU.32028
HH 7717616798 OTPH 1087746489060
HOpumnueckuii anpec: 109028, Poccus, . Mockea, Cepe6paunqccxaa HabepexHasd, 1. 27,

AUDIT atax 4, noM. 1, kom. 17
Tenedon: 8 (800) 1000-730, e-mail: info@eacaudit.ru

wis  CEPTUDUKAT COOTBETCTBUSA

Perucrpanuonnsiii Homep Ne 04EAC1.CM.00813

O611ecTBO ¢ OrpaHHYEHHOM 0TBETCTBEHHOCThI0 «MuuuMen»

(HAHMEHOBAHNE MHLA)

241520, Poccusi, Bpsinckas o61acts, Bpsanckui paiion, c. Cynonero, yi. llocceiinasn, 1.17A
(fopuiueckuit anpec Txua)

241520, Poccusi, Bpauckas obiaacTh, bpsaHckHA#A paiion, ¢. Cynoneso, ya. Iﬂoécéﬁﬁan, a.17A

(dbaxruyeckuii agpec nuua)

HWHH: 3234007127 OI'PH: 1023202138332

HACTOSIIAN CEPTU®UKAT YIOCTOBEPSIET COOTBETCTBHE

CHCTEMBI MeEHEe[:KMeHTa KadecTBa HM3JeJHii MegHmHHCKHX OfliecTBa ¢ OrPpaHHYEHHOH OTBETCTBEHHOCTBHIO
«MunaMen» TpeGopammsm TOCT ISO 13485-2017 (ISO 13485:2016) «Hsnenns memumunckHe. CHCTeMbI
MeHeKMeHTa KadecTsa, CHeTeMHbIe TpeGoBanus IR UeJieil peryIHpoBanus» npuMenuTeabao K Ilipon3soactso
JabopaTopHoil TOCYAbl, METHUHHCKHX W3XeJuil, MPHGOPOR M NPHHALIEKHOCTEH, KpacHTe/eil, pearcHToB H
Ha60pOB peareHToB AIs in-Vitro AHATHOCTHKH

Jara perucrpamnn: 19-03-2019

Cpox nefictus no: 18-03-2022

PyKOBOIHTENE OPrana e

10 cepTHHUKANHH:

B_. H. loronnu

(noanHes)

%“Zzé// E. JI. Kyp6atosa

(moanucs)

HACTORLLMA CEPTUOUKAT 0BA3bIBAET OPTAHU3ALLMIO NOJJEPWUBATH COCTOSHME BLIMOTHAEMBIX PAGOT B.COOTBETCTBUM C
BbIWEYKA3AHHBIMW CTAHLAPTAMM, 4TO BYET HAXOIMTBCA MOJ KOHTPONIEM OPTAHATIO CEPTUOUKALIUA CUCTEMBI
[0BPOBOJIbHON CEPTUOKKALLMM "EAC AUDIT" U NOJATBEPXJATLCA NPU NPOX0X AEHWM EXXEr0AHOT0 UHCMEKLLMOHHOTO KOHTPOJIA
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®epepanbHoe areHTCTBO N0 TEXHUYECKOMY PErysiMpoBaHMIO U METPOJIOTMM

T

Cuctema no6poBosbHoOI cepTudukaumm "HOMCC". POCC RU.31827.04)XCH1
OpraH no ceptudmkaumm 000 "Hesckuid AnbsiHC". OFPH 1147847286960 UHH 7842525530
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Mpu ocywecTenexun paboT cornacHo npunoxenuto N21 k HacTosLieMy cepTUuduKaTy
CepTudomkar BbijaH Ha OCHOBaHUM PeLLIEeHNUA IKCMEPTHON KOMUCCHUM
0T 24.09.2018
Cpok geiAcTBuA 00 24 ceHTA0pA 2021

Homep B eauHoM peecTpe cucteMbi C1256
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PykoBoauTens opraHa“. / <"/ MNopnucb W > MnaTtoHoB B.A.
no cepTucmnkaLuu: ‘ o >

SO0A800 B =
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G

HacToswui cepTudukar 06A3biBaET OPraHWsaLWIo NOJAEPXMBATL COCTORHWE BbINONHAEMBbIX pabor B
COOTBETCTBUM C BbilieyKa3aHHbIM CTaHAApPTOM, 4TO GyAeT HaXOfMTbCA NOJ KOHTPONeM OopraHa no
cepTudmuxayun CAC “HOMCC" n noaATBEPXAATLCS NPH NPOXOKACHUM €IKETORHOTO WHCIEKIIHOHHOTO KOHTPONIA.
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PepepanbHoe areHTCTBO N0 TEXHUYECKOMY PErynMpoBaHMIO U METPOJIOrMU

T

Cuctema nobpososibHoOI cepTudukaumm "HOMCC". POCC RU.31827.04)KCH1
Opran no ceptudmkaumm 000 "HeBckuid AnbsiHc”. OFPH 1147847286960 MHH 7842525530

WWW.NOpPSS.ru

NMPUJ10XXEHUE N21

K ceptudukary coorsercteus N C1256

anMEHMTe.ﬂbHO K BUaamMm neAaTesibHOCTU .

Mpon3BoACTBO nabopaTOpPHO NOCYAbl, MEAMUMHCKUX M3Aennit, npubopoe u
NPUHAANEXHOCTEN, KpacuTenei, peareHTOB U HabopoB peareHToB ANs in-vitro
AVarHOCTUKM.

PykoBoguTens opraka \« , | “ MnatoHoB B.A.

no cepTucmnkaLmm:

N




AO «ONUMOH wen3ms Ne /003 ren. (495) 648 6068, 608 7617,

®EAEPAABHASL CAYJKBA MO HAA3OPY B COEPE 3APABOOXPAHEHMS
= ACOLUBMBHONG Tadlig i ie - -

PETUCTPALUUOHHOE YAOCTOBEPEHHE
Ne @CP 2009/05681

ot 15 cenradpsa 2009 roga Cpoxk nelcTBUS: He OrpaAHHYEH.

Hacrosmee YAOCTOBEPEHHUE BBLAAHO

3A0 "Tepmo ®umep CalienTudux',
Poccus, 196240, Canxr-IlerepOypr, yi. Kyouunckas, 1.73, xkopnyc 1, iuT.A

U TIOATBEPIKIAET, YTO U3/IEIHE MEAULIMHCKOTO Ha3HAYCHUS
(u3enre METUITHHCKOH TEXHUKH)

Jlo3aTophl IUNETOYHbIE, O{HO- H MHOTOKaHa/IbHBIE, ''BiK"
no TY 9443-008-33189998-2009

IIPOXU3BOJICTBA

3A0 "Tepmo ®umep CaiieaTndux'',
Pocensn, 196240, Canxt-IleTepOypr, ya. Kyounckas, 1.73, kopnye 1, aaT.A

KJIacc MOTEHIMATBHOIO PUCKa 2a OKII 94 4370

COOTBETCTBYIOLIEE KOMILJIEKTY PErMCTPAllMOHHON TOKYMEHTAHN
KPJ Ne 33014 ot 09.07.2009

npukasoM Pocsapasnanzopa ot 15 cenTabps 2009 roga Ne 7252-T1p/09

Oenepaniuu

PykoBoanTtens @enepaabHoii ciayx0b1
N0 HAJ30pYy B cepe 3ApaBOOXPAHEHUS
H COIHAJILHOI0 Pa3BHTHS




COI'JTACOBAHO
I'IIN CU ®I'VII

Jﬁ‘" ; .MenneneeBa»
Ln "‘, H. . XaHos

IIpunoxenne K  CBHIETEJbCTBY
Ne 00 yTBepIKAeHHH THIA

CpeacTB H3MepPEeHHu

¢ 2009r.
Buecenst B I’ ocynapCTBeWpeHCTB U3MEpEHUN
Jlo3aTopel MUNIETOYHBIE, OJHO- H PerncTpalHoHHEIH HOMep
MHOTr'OKaHaJIbHbIE «BIaKy Baaniser N

Bemyckarorest o TexsugeckuM yenosrsiM TY 9443-008-33189998-2009.
HA3SHAYEHUME 1 OBJIACTB ITPUMEHEHN A

J103aTOphl NUMIIETOYHEIE, OJHO- H MHOTOKaHANbHBIE, «BIoK» (najee - 103aTopbl) IpeaHA3HAYEHE]
UL MO3HPOBAHMS KUAKOCTEH, IMHAMUYecKas BA3KOCTh KOTOPHIX He mpesbimaet 1,3x107 ITa-c.

Jlo3aTOpBl MHIIETOYHBIE, ONHO- M MHOTOKaHAIbHbIE, «BJIdK» IPUMEHAIOTCS B KIMHHKO-
JTHATHOCTHYECKUX M OaKTEPHOIOTHYECKUX Tab0paTOPHIX MEIUIUHCKHUX YUPEXKIECHHH, a TAK)KE B HAYIHO-
UCCNIeIOBATEIECKUX MEAMIIMHCKUX YUPEXKICHHUIX H B APYTHX 00JIACTIX HAPOJHOTO XO3SHCTBA.

OIIMCAHUME

IIpunnun nedcTBHS N03aTOPOB OCHOBAH Ha CO3JaHWH B CHEMHOM, '€DMETHYHO HaJ€BaeMOM Ha
HITYIIEp 103aTOpa HAKOHEYHMKE IIONEPEMEHHO BaKyyMa MM M30BITOYHOTO JAaBIICHHUS, B PE3YJIbTATE YETO
B HAaKOHEYHUK BCACHIBAETCS WM CIMBAETCS M3 HErO JO3HMpyeMasl XXHIKOCTh. BakyymM u H30BITOYHOE
NABJIEHWE CO3JAIOTCS IIPM IIEPEMEIICHHH B KaMepe, PpaclOIOKEHHOH B INTylepe, I'€PMETHYHO
YIUIOTHEHHOIO KanuOpoBaHHOTO IUTyHXepa. OOBEM 03Bl [103aTOPOB OMNpENENSETCS IHAMETPOM
IUTyHXXEPa U €ro IepeMEIeHHeM, KOTOPOE YIPABIISIETCS 3JICKTPOHHBIM JIBHTATEIEM.

Jlo3aTopsl 060pyZOBaHbI aBTOHOMHBIM MOJIYJBHBIM MEXaHH3MOM DEryIMPOBKH 0OBEMa 103,
KOTOPBI IO3BOJIAET YCTAHOBHTH OOBEM JO3MPOBAHHS C HAWUMEHBIIAM IaroM. J[Jis yMeHBbINEHHS
BIMSHHS TENJa pyKM Ha pe3yJbTaT JO3MpPOBAaHHMS MEXaHHU3M YCTAaHOBKH O0beMa J03 HMEET
TEPMOU3OJISIHMIO OT KOpITyca 103aTopa.

3HayeHue oObeMa [03bl, YCTAaHOBICHHOE NpPU HCIOJB30BAHHH OIEPAMOHHON KHOIIKH,
oTOOpa)kaeTcsl Ha YepHO-0€I0OM JHCIIIee, BCTPOSHHOM B PYKOSITKY J03aTOpa.

J103aTOpEI BBEIIIOJHEHB! B YEPHOM aBTOKJIABUPYEMOM KOPITyCe.

Jlst paboTEI 103aTOPOB HCIOJIB3YIOTCS CMEHHBIE HAKOHEYHHKH. KaskipIii 103aTOp CHAabXeH y371oM
cOpoca, obecneunBarOIMM JETKOCheMHOCTh HAKOHEYHUKOB.

Bemyckaercs Tpuauate JaBe MOIUHKALMK J03aTOPOB: TPHHAAIATh  OJHOKAHAIBHBIX C
(uxcupoBaHHEIM 06BeMOM 1103 ([IIOD), neBSTh OMHOKAHANBHEIX ¢ IEPEMEHHBIM 00BeMoM 103 (JITTOIT)
M JECATh MHOIOKAHAJIBHBIX C IEPEeMEHHBIM 00beMoM 103 (JITIMII).

Jlo3aTopbl NpeCTaBISIOT co00M OJHOKAHANBHbIC, BOCBMUKAHAIBLHEIE, JIBEHAATHKAHATIBHEIE U
IIECTHAIIIATHKAHAILHBIE YCTPOMCTBA C U3MEHSIEMBIM 00BEMOM Il 0TOOpa U TO3MPOBAHUS JKHIKOCTH C
BBEICOKOHM TOYHOCTBIO.



OCHOBHBLIE TEXHUYECKUE XAPAKTEPUMCTUKU

IIpenenst
JI0IycKaeMou [Ipenen
CHCTEMAaTH- JIOITyCKaeMoro
] YeCKOH CpeaHEeKBapa-
HaumeHnoranue Huanazon COCTaBJISIOLIEH TUYHOTO
o Juckpernocts | Uwucio .
MoauduUKaruii 00BEMOB OCHOBHOM OTKJIOHEHHS
YCTaHOBKH, MKJI | KAHAJIOB " s
J103aTOPOB JIO3UPOBAHUS, MKJI OTHOCHTEJILHOU ciyvyaitHOU
IIOrPELTHOCTH | COCTABJISIOLLEH
npu OTHOCHUTEIBLHOM
TEMIIEpaType |IMOrpemHoCTH, %
(20+2)°C, %
JIIO®-1-1 1 1 + 8,0 7,0
JIIO®-1-5 5 1 +5,0 5,0
JATIO®-1-10 10 1 +25 3,0
JIIO®-1-25 25 1 +2,0 3,0
JIIOD-1-50 50 1 +2,0 2,5
JI10®D-1-100 100 1 +1.5 2,0
JIIO®-1-250 250 1 +1,5 2,0
HAIIO®-1-500 500 1 +1,0 1,0
HAIIO®-1-1000 1000 1 +1,0 1,0
JATIO®-1-2000 2000 1 +1,0 1,0
JAIMO®-1-3000 3000 1 +1,0 1,0
JAITO®-1-5000 5000 1 +1,0 1,0
JIIIO®-1-10000 10000 1 +1,0 1,0
JIIOIT-1-0,2-2 0,2...2 0,002 1 + 8,0 (7,0...6,0)
JIIOII-1-0,5-5 0,5...5 0,01 1 + (8,0...5,0) (7,0...5,0)
JAIIOIT-1-1-10 1...10 0,02 1 +(8,0...2,5) (7,0...3,0)
HTIOII-1-2-20 2...20 0,02 1 * (8,0...2,0) (6,0...3,0)
JITIOIT-1-10-100 10...100 0,2 1 +(2,5...1.5) (3.0 ..2,0)
JIIIOII-1-20-200 20...200 0,2 1 +(2,0...1,5) (3,0...2,0)
JTIOII-1-100-1000 100...1000 1,0 1 +(1,5...1,0) (2,0...1,0)
JIIOII-1-500-50 000 500...50 000 10,0 1 +1,0 1,0
JITIOII-1-1000-10 000 1000...10 000 20,0 1 +1,0 1,0
JIIIMII-8-1-10 1...10 0,02 8 +(8,0...2,5) (7, 03,0}
JITIMII-8-5-50 5...50 0,1 8 +(5,0...2,0) (5,0...2,5)
JITIMII-8-10-100 10...100 0,2 8 +(2,5...1,5) (3,0...2,0)
JIIMII-8-30-300 30...300 1,0 8 +(2,0...1,5) (3,0...2,0)
JAIMIT-12-1-10 1...10 0,02 12 +(8,0...2,5) (7,0...3,0)
JIIMII-12-5-50 5...50 0,1 12 +(5,0...2,0) (5,0...2,5)
JIIMII-12-10-100 10...100 0,2 12 +(2,5...1,5) (3,0...2,0)
JIIMII-12-30-300 30...300 1,0 12 +(2,0...1,5) (3,0...2,0)
JIIMII-16-1-10 1...10 0,02 16 +(8,0...2,5) (7,0...3,0)
JIIMII-16-5-50 5...50 0,1 16 +(5,0...2,0) (5,0...2,5)




IIpenensr momyckaemoif cucTeMaTHUECKO COCTABIISIIOINEH JOIOIHHUTENBHON OTHOCHTEIHHOMN

TIOTPEIIHOCTH IIPH OTKJIOHCHHWH TEMIICPAaTyphl OKPYIKAFOIIEro Bozzayxa ot 20 °C cocraBmsor + 5 % Ha
Kaxcapie 10 °C.

Jlunamudeckas BI3KOCTH NO3UPYEMBIX JXKHIKOCTeH He 6oee 1.3 x 10 ITac.
Maxcumanbubie rabapuTHBIE Pa3MepBhI 103aTOpOB 6e3 yaKOBKH, BEICOTA, MM, He GoJIee:

— OJHOKaHAIBHBIX (PUKCHPOBAHHOTO 00BEMA 300;
— OIHOKaHAIBHEIX MEPEMEHHOTO 00BEMA 350;
— BOCBMHKAHAIBHBIX 300;
— JIBEHAOaTHKAHAJIbHBIX 300;
— IIECTHAAUATUKAHAIBLHEBIX 300.
Macca nosaropos Ge3 ymakosky, r, He Goree:
— OIHOKaHAJIBHEIX (PUKCHPOBAHHOTO 00BEMA 150;
— OIHOKaHAJBHBIX IIEPEMEHHOr0 06bEMa 150;
— BOCHMHKaHaJIbHBIX 200;
— JABEHAIIATHKAHAJIbHEIX 250;
— IOECTHAOIATHKAHAIBHBIX 300.

YcnoBust sKCIITyaTanmu:
— [manasoH pabouux Temmeparyp, °C
— /JiMara3soH OTHOCHTENILHOH BIaXHOCTH BO3myXa, %
— arMocdepHoe nasieHwue, klla
Cpennss HapaGoTka Ha oTKas3, He Meree 100000 IIUKJIOB JO3UPOBAHHUS
meree 50000 MHKII0B O3MPOBAHMS I MHOTOKAHATBHEIX J103aTOpPOB.
Cpennuit cpok cimy»«6EL, et

or + 10 go + 35

ot 30 1o 80

101,3+4
ALl ONHOKAHAIBHBIX U HE

4.

3HAK YTBEPXJIEHVS TUIIA

3HaK yTBEpIKICHHS THIIA HAHOCUTCS HA 703aT0D (YIaKOBKY € I03aTOPOM) METONOM TepPMOIIEYATH,
Ha TUTYJBHELA JTHCT PyKoBOJCTBa 110 3KCIITyaTamu TUIOrpadckuM crocobom.

KOMIIJIEKTHOCTb

B KOMIUIEKT mOCTaBKH BXOIAT:

1. Jlozatop 1 mr.
2. MHOrobyHKIMOHANBHBIH KITIOY 1 mr.
3. PyxoBozcTBO 110 oKCIUTyaTanuu (P3) 1 5K3.
4. TroOHK ¢ BBICOKOKAYECTBEHHOH CMa3KOil 1 .
5. O6pasisr HaKOHEYHHKA 1-3 m.
6. Kombro ymnoTHHTEIBHOE 1 mr.
7. Metomuka nosepku MIT 2302-0009-2009 1 3Kk3.

[IpumMeuyanus
1 ITocTaBka MOXET OCYILIECTRIATECS B OGBIX COETAHMIX ZI03aTOPOB M COOTBETCTBYIOLIMX UM HAKOHEUHHUKOB.
2 Io TpeGoBaHHIO MOTPEGUTEN HAKOHEYHHKH TIOCTARJISIOTCS 110 OTAEBHOMY 3aKa3y, B OTAE/ILHOM YIIAKOBKE.

ITOBEPKA
IloBepka  mo3atopoB  ocymecTBiasercss B COOTBETCTBHM  C  METOJHMKONH  MOBEpKH
MIT 2302-0009-2009 «Jl03aTOpBl MHUIETOYHEIE, ONHO- H MHOTOKaHallbHEIEe, «Bask». Meromuka

HOBEpKm», yTBepXXaeHHOH "I CU OI'YIT «BHUWM wum, JL.1. Menneneesa» 18.08.2009 .

OCHOBHEIE Cpe/cTBa MOBEPKH: BECHI n1ab0paTOpHEIE CHENUATBHOTO KIIacca TOYHOCTH 1o [OCT
24104-2001; TepmMoMeTp ¢ muanazoHOM u3Mepenus ot 0 no 50 °C ¢ morpermHocTsIO He Gonee + 0,1 °%6C;
BoJa OmauctuiumpoBanHast mo I'OCT 6709-72, TCCCJT 98-2000; GapomeTp ¢ nHana3oHOM H3MepeHHs
ot 80 1o 160 xI1a ¢ morpemHoCTEIO HE Gostee + 200 ITa.

Mesxnosepounsiii uatepsai - 1 rog.



HOPMATUBHBIE U TEXHUYECKUE JOKYMEHTHI

1. TOCT 8.470 «I'CH. TocynapcTBeHHas MOBEpOYHAs cXeMa JULI CPEJICTB M3MEPEHHH 00beMa
KUJKOCTH.

2. TOCT 28311 «Jlo3aTopsl MeauIMHCKAE JabopaTopHble. OOIMe TeXHUIECKHEe TPEOOBAHUS U
METO/bI UCIIBITAHHIY.

3. TOCT 50444 «IIpubopsl, anmapatsl 1 00opyaoBaHHe MequiuHckue. OOmHUe TEXHUYCCKHE
YCIIOBHS.

4. TY 9443-008-33189998-2009 «J{03aTOphI IHUIIETOYHBIE, OJHO- H MHOTOKaHAJbHBIE, «BIoK».

TexHu4eckue ycaoBus».

3AKJIIOYEHHE

Tun 103aTOpPOB MUMETOYHBIX, OJHO- ¥ MHOTOKAaHAIBHEIX, «bBIIoK», yTBEPXKICH ¢ TEXHUYECKUMU U
METPOJIOTHIECKUMH XapaKTePHUCTUKAMHU, TPUBEICHHBIMH B HACTOSAIIEM OIIMCAHUU TUIIA, METPOJIOTHIECKH
obecIieueH TIpH BHITYCKE U3 MPOU3BOJICTBA U B OKCIUTyaTallUM COTNIACHO IOCYJapCTBEHHOM MOBEPOYHOU
CXEME.

Perucrpanuonnoe ynoctopepernne Ne @CP 2009/05681 ot 15.09.2009 Beimano PenepanbHOH
cimyx00# 1Mo Ha/30py B cepe 3paBOOXPAHEHHS U COIMATIBHOTO Pa3BUTHUS.

N3IrOTOBUTEJIb

3A0 «Tepmo ®@umep CaiteHTHGUKY,
196240, r. Canxr-Iletepbypr, yi. Kybunckas, 1.73, nutep A, kopryc 1

C. A. JlammkoB




DNV-GL
MANAGEMENT SYSTEM
CERTIFICATE

CepTtudukar NO: [aTa HayanbHOM cepTudUKaLmn: Jenctsutenen:
59878-2009-AQ-MCW-FINAS 20 pexabps 2000 21 nioHs 2018 - 31 aerycra 2021

HacTosawmnm yaoctoBepsaeTcs, YTo CUCTEMa MEHEAXMEHTa OpraHn3aummn:

AO «TEPMO ®ULLUEP CAMEHTU®OUK »

Ky6buHckas, .73, nutep A, kopnyc 1, CaHkT-MNeTepbypr, Poccuinckaa denepauus,
196240

6blnia Npu3HaHa COOTBETCTBYHOLWEN CTaHAApTY:

ISO 9001:2015

HacToawuii ceptudukaTt gencTeButeneH ana cneaytouwen obnacru:
NPON3BOACTBO AO3ATOPOB NMUNETOYHbLIX U CNELUMAJIBHOIO
ANATHOCTUYECKOIO NJIACTUKA.

Ot BbINycKatowero opuca:

DNV GL - Business Assurance
TpexnpyaHbii nepeynok 9, crp. 2, MocCkBa,
Poccuiickan dPeaepaumna

MecTo 1 paTta:
MockBa, 21 uoHa 2018

[4)
FINAS S, G oo bine

/,é ' Finnish Accreditation Service Cepre# Fpy6uH
=] - ’ S001 (EN ISO/IEC 17021) Mpeacrasutens pyKoBOACTBA

HeBbinonHeHne ycnosuil loroBopa Ha cepTuduKaumio Aenaert AaHHbli CepTudnKaT HeAeHCTBUTENbHBIM.
AKKpeauToBaHHbli ocduc: DNV GL BUSINESS ASSURANCE FINLAND OY AB, Keilasatama 5, 02150 Espoo, Finland. TEL:+358 10 292 4200

assurance.dnvgl.com
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. 127276 Mockna, botanwyeckas ya. 35, T +7495231-2272 +7499 502-1214

MACNOPT-CEPTUDUKAT NMPOU3BOAMUTEAS
Ha «Habop peareHToB AAS onpeAeAeHus TPy KPOBU YeroBexa
cuciem ABO, Peaye u Kell» no TY-9398-101-51203590-2009
{ ULOAMKAOHDBI  Antu-A, Autn-B u Autu-AB )

Potaciouncsion yaoctoseperse Ne @CP 2009/06043 o 05 nosps 2000 ¢

Hawsenosanme: Lomikion anm A 8o duraxonax no 10 M ¢ kpacHbiMK KpBIIKaMU

Cepusi: 005708 Eannnua: 100 ma.
FHyaronaen: 10.08.2020 Koanuecrso e |
Foaew ao: 10.08.2022 Odwem cepuu: 10000 ma.

Hacpopr: AG05T08 or 10.08 2020

Pesyastars
Hopma ne TV

{ VICTIRITOHWA

! THEC2pasHan XaKocTs KpacHO e upera. Coorsercrayer

TPCIPOUHAR MUAKOCTS ChHero userta
TEospayHan BeCLBeTHAN MUAKOCTS.

HOADINS SRS LOMMACH GHTU-A  HE AOAXEH AGRATS GIT AT & Coorsercrayer
TR APUTROLITAMM rpyna Bl u Of)
LAUHHOCTS UoamacH auTinB - He AonKeH AQBGTS QAT ¢ Coorsercrayer
pMTROWMTaMI pyni AN} u Off)
Lioankack anT-AB He AoAKeH ABATL QIFAIDTUHAUMY Coorsercrayer
BEHTROLATAMK (pynnel Ofl)
HEACTHRARYIOUIGS | ATAIOTRHGLMA KO NAOCKOCTU IPUTPOLMTOB Al U B Cootsercrayer
HOCTE COCTHETCTAYIOWMMI LIOAMKAOHAMM ACAXHG NOABUTLCS He.
: nosaviee 10 cek. rocae ¢ IHUR
% Turp Uorkaoda aHti-A 8 peckumie arrloTURaum Hal Cootsercrayer
NAQSKOCTY C IPMTROWITaMI rpynnet Al 1:32 - 1:64 1:32- 164
TUrE LOAMKAOHG GHTU-B B PeCKLMM QrFAITUMGUAM HG Coorsercreyer
TACCKOCTIA & DpUTDOUMTAMM rpynnel B{IIl) 1.64 1.64
WP Uoarkaona ontu-AB 8 PeAKUMM OFTAIOTUHCUMN HG Coorsercreyer
(ACCKOCTIA C SpUTPOUMTOMA rpynn Al 1:32 - 1:64 u B 1:32-1:64
itd

lerinon cooinetcTeyeT pehonammam TY - 9598401-5&205’@90-2009

It 14
Weameron

?; K.B. KOwenko

i
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MEDMRTION

127274 Mockea, BoraHmieckas yA, 35, ™\ (475) 231-2272  (499) 502-1214

GACNOPT-CEPTUPUKAT MNPOUIBOAUTEAR
1 (HaBop PeareHTon AAR ONPEASACHUA IPYN KPOBX YEAOBEKA CHCTEM
ABQ, Pesyc u Kelln no TY-9398-101-51203590-2009

{ LOAUKAOHB!  Antu-A T u AnTu-Acan )

FOMCIPAaUMSHHOS YAOCToBepeHme Ne PCP 2009/06043 or 05 noabps 2009 ¢

Haumenonauste: Lonmksion anrn Al

Cepust: 309609

Hrorosaen: 1409 2020
Pogen no: 14.09.2022 |

Hacnopr: A1309609 ot 14.09.2020

Easmwmna: 100 s,
Koamsecrao exmmnu: |
O6bem cepun: 10000 Mo,

i ll‘-.zm»f-:x;mai:n- XapaxTepscTies HOpMM. PeayavraTai nensrsnndt
{ TipawTe e
£1=
L Hpoapaunes  RKAXOCTS GeXenoro usern Coorsercrryer
S awra-Aca Ipow EABOCTE
{3 Clpanonmieane cngicran
! T Cneunguanecty Uonmron axm-Al  He JOEKEH JORGTE SOTATH-HIUNE ¢ Coorsercinyer
i apwrporsersass rpynn AZ(1) , B AZBOV) n O0)
i Homnuson antw-ACa  WE J0TKER 108STS AITOTHHDLNK ¢ e
| apetpossvasn rpyna BOID 1w O()
i 22 Tewary " rpymmt Al <
i SHOCOBHOCTH Re noyanee
' 19 cex. nocse Coorsercrayer
1
E 23 Yemp Trerp Uonmwrona Al 5 OpsMoli peoKauny srrARTHHIIN K Cooraeromyer
£ 9 Al sa 1:64
| Turep Uomocsona Aes 8 RPAMOR Peakionr ary MoTHIAIGIN 1A
! 2 « ved. AN - 132
¥
{3 PoaSawn VILIA, BCA, ¥t

HoaukAoH ooTeTCTRyaT Tpetosaruim TY - $398-101-5120369

Joseayviowas  OTK OOQ tMeAMKAOH
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76 Macama, Borarmecran v, 35, \dy +7495 231-2272  +7499 502-1214

HTACNOPT-CEPTUDPUKAT NPOUIBOAUTEAS
o HEBoR peUrenio AAR ONPeAGAGHUS TPYNN KPOBU YeAOBEKa
susTem ABQ, Peaye w Kell» no TY-9398-101-51203590-2009
{ UOAVKAOHB!  Auti-A, Ann-B u Antu-AB )

vacicaspeime Ne DCI 2009/05043 o 05 vosips 20091
fhumenosanue; Lloanknon anmn AB

PR

Cepir: 204008 Exmnmua: 100 v,
Hyovosaen: 24.08.2020. Kosmsecrso eqmn: |
foten no: 24082022 Ob6wem cepun: 10000 va.

Tiaenopr: AB204008 o7 24.08.2020

PasyanTarn
Hopma ne TY

VICTIHITCHAR
KIHHOH HAAXOCTE IGUCHOMO UBETA, Cooraercrayer

{ HOPDAUMG KMAKOCTS CUHSIO LBOTT.
{ipoanmuscn GeCLEATHAR YUAKOCTS,

UDaaeson aHiv-A 1e ADANGH ACBATH CITAITAMCKIAA C Coorsercrsyer
BEWERSLATCMIA rpyrn Bl v Off)

Uonmaos anma-8 48 ACAMSH AGBTTE G/ c Ci Y
IPATDOLATIMU rPYnN AT u Of)

LOAMKAGH (HT-AR HE AOAKEH AGBID C QL © C y v
FEATROUNTAMUA TRy OFf)

Uit s e TRGL R )

RIS HG TNOCKOCTI SpUTPOUAToR Al M B ¢ Coorsercrayer
BYOLUIAAA LIOAKAOHOMM AORKHQ NOSBATECS HE
siag {

Uoassona ormi-d 8 p ar may Ce y
KGUTY G BMTDOUMTCR TpyNTet A() 1:32 - 1:64 1:32 - 1:64
HOAMRACKO ORTV-B B peaKuMM crTAoTVHOLM Ha| Cootsercrayer
SAGET G 3pATROUATOMY rpynine: BT 1:64 1:64

1T LIOAAGHO (- AB 8 DOCIIMM OITACTUHCLIM HO

i T ¢ opuTpolamami rpyan AQll) 1:32 - 164 v Bl 1:32. 164

)
LXK.B. uenko
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6 Macken, boranuueckas ya. 35, 1\dy  +7495 231-2272  +7499 502-1214

TACTNOPT-CEPTUDUKAT TMPOUIBOAUTEAS
o vt dHaBop pedreHToR AAS ONPEAeASHUA TPy KpOBU YeAoBeKa
cuctem ABO, Peaye u Keli» no TY-9398-101-51203590-2009
{ HOAMKAOHDB! Antn-A, Autn-B u Antn-AB )

PRGOS

pepose Ne PCP 2000/06043 or 05 wontips 2009 ¢

Hameenasamye: Hoankion antw B o dmakonax no 10 M2t ¢ cHRUMM KpBLKaMu

Ceoprosn GO50608

Hrovosen: 10.08.2020

Ponestae: 10.08.2022

Enmmua: 100 v,
Koanuaecrso eanmm: |

Obwem cepnu: 10000 ma.

Hacnopr: BO056OS or 10.08.2020

HAOH CHIW-B

HOH
I artxnoH

Hopmano TY Pozynwm»} ‘
VICTIBITCHMA
WiTv-A {IROPAHOs KUAKOCTE KPACHOrO LBeTA, Coorsercrayer
MPCapUYHaR KUAKOCTE GUHETD LBeT.
Mpo3spauHan BecuUBeTHAN KMMAKOCT
HOAMACH GHTU-A  HE AOAKEH ACBOTH GITAITUHALIAK C Coorsercrayer
apuTpowTanmi rpynn B v O(1)
Uomikaon arTi B He AOAKEH ACBATE ITAIOTUHALIAM C Coomercrayer
aputpouTamu reynn Afll) u O()
LIONAKAGH OHTI-AB HE AOAKSH ACBATL GITAICTUHOLIMU C Coorsercreyer
FPUTPOLMATAMIA TRYNIL Off)
AITAICTUHGUAR HA NACCKOCTY 2pUTpOLMToB AL U B ¢ Coorsercrayer
COOTEETETRYIONIAMMA LIOAUKAOHTOMI AOAKHA NOSBUTLCS He
fosaHee 10 cek. nocAe ok
Turp Ucamkaoka attwA 8 p arrAoT Ha| C TBYST
3 W< sprrpourtame rpynne Al 1:32 - 1:64 1:32- 164
MKAOHG CHTA-B B Peaiimm aImrAOTUHGUMM HQ Coorsercrayer
QCTA G IPATPOLMTAMA rpynne: B(Il) 1:64 1:64
AATHO GHTA-AB B DECKLIMK CITAOTRHGLIA HG Coorsercrayer
* C opurpoumrami rpynn All) 1:32 - 1:64 v B(l) 1:32-1:64

L 2
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374 Markaa Gotonaeckan yA, 35, T\aD (495) 2312272 {499) 502-1214

~ GACHOPT-CEPTHEUKAT NIPOUIBOAUTEAR
Lo HaBORP pEaTeHTOB AAS ONPEACAGHHA TPYNIM KPOBU HeAoBeKa CHETEM
ABO, Pesye u Kelln no TY-9398-101-51203590-2009

{ WOAMKAOH  AnTH-D Cynep )
Poricipusonian yaociorepene  Ne SCP 2009/06043 o1 05 Hoabps 2009 ¢

flansenosanne: Lognknon anty D cynep 8o thnaxonax 1o 10 M ¢ 3emeHbIMM KPBILKAMM

Coprm: 200508 Emuua: 100 Ma.
1y eronsaen: 03.08.2020 Kosmuectso exunnu: |
Pogen io: 03.08.2022 Ofnesm cepmir: 10000 s,

Hacnopr: J1c200508 ot 03.08.2020

Xapaxrcpuctuka wopmuinio TY. - | Peaymrarst
: HCTIBITAHNH
{fTposp cnersio-Gx uBeTa
CoorRetcrayer
2 ; Hommknon Awrs-D Cynep ne jlomsen Coorsercrayet
L p D(=) opirp
e nOTHEEDYIOAY | Yercan peakuus ATTIOTARAINGE JODKHA
GO DIOC TN | HacTynaT, B TEIEHME 30 cex. noene cuenmsanis | 30 cex
| pearena ¢ D{+) 3pHTpOUNTAMH
1
AR
T {Tirp Tonmmnona Anru-D Cynep » peaxutnu | Coomaercrayer
| arnoTHHELK Ha naockoet# ¢ D(+) spu-
{rponarasy 1:32 132
| Tanp Hommnona Asres-D Cymep B peaxive
| pamod arrm ¢ D(*) 3puTpOuH-TAMK 1:256
in wnxponnate ne woke 1:256 e

S ameans conmsememeyem mpedosaruan  TY - 9398-101-51203590-2009

iz OTK 000 sMewion £ 7o Lo KB
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