OEOEPAJIBIIOE ATEHTCTBO

110 TEXHUYECKOMY PET'YJIMPOBAHWIO U METPOJIOI'MH

CUCTEMA JIOGPOBOJILHOW CEPTHO®UKALIMA I'OCT P

«EAC AUDIT»

PEFUCTPAIIMOHHBII HOMEP POCC RU.32028.04EAC1

OPI'AH 110 CEPTUOHKAIIMH 000 «I'OPTECT»

PEMCTPAITMOHHDBI HOMEP POCC RU.32028

WHH 7717616798 OI'PH 1087746489060

I0pummaecknii anpec: 109028, Pocens, . Mockea, CepedpsHuteckas nabepexras, 1. 27,

sraxk 4, moM. 1, koM. 17
Tenedon: 8 (800) 1000-730, c-mail: info@eacaudit.ru

wosi2  GEPTUPUKAT COOTBETCTBUA

Perncrpanuonnpiii Homep Ne 04EAC1.CM.03842

O01ecTBo ¢ OTPAHMYEHHOI 0TBETCTBEHHOCTEIO «AraT-Men»

(HAMMEHOBAHHE TTALA)

105173, Poccust, r. Mockga, yir. Imasuas, 1. 6, k. 12

(tTopuardeckHit aapec i)

143906, Poccus, MockoBckas 00aacTs, . Bamanmixa, ksapraia Illutauxoso, a. 88A

(axTHICCKME wpec L)

HUHH: 7719187311 OI'PH: 1037739078970

HACTOSAIIUI CEPTUOUKAT YIOCTOBEPSIET COOTBETCTBHE

CHCTEMBI MEIEKMEHTA KauecTBa uiemii Meauunnckux OfiecTsa ¢ orpanuyennioil 0TBETCTBEHNOCTHIO «AraT~
Megy» Tpedosaunsm FTOCT 18O 13485-2017 (ISO 13485:2016) «M3menns MeaRIHACKHE. CucreMbl MeHEIKMEHTA
KavdecTBa. CHeTeMbbie TpefoBanus JMaH ueell peryinpoBanus» MPHMEHHTEILHO K pa3paborke, NPOH3BOICTBY H
npogake MEXHIMHCKIX H3ACAHI A8 in vitro IHArHOCTHKH: PEArcHTOB M Ha(OpPOB pearcHTOB JUIA KIHHHYeCKOoi
ﬁilﬂxlil\iﬂll, a4 TAKMKC lcamlﬁparopun H KOHTPOJILHBIX MaTEPH aloB

Digitally signed by Ceaicovschi Tudor
Date: 2022.06.23 12:28:11 EEST
Reason: MoldSign Signature
Location: Moldova

Jara perucrpaumu: 08-09-2021

Cpox aesicreus go: 07-09-2024

Pykosoauresnb opramna
1O CePTRRHHKALNM:

B. H. IMorogun
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HACTOSLLMIA CEPTUOMKAT OBA3LIBAET OPTAHM3ALLMIO NOJ AEPKUBATL COCTOSAHME BLINOJIHAEMbIX PAEOT B COOTBETCTBHM C
BBIWEYKASAHHEIMW CTAHAAPTAMM, HTO BYJIET HAXOQUTLCA NOJ KOHTPONEM OPTAHA M0 CEPTHOUKALIWA CUCTEMBI
HAOGPOBOJIGHOM CEPTHOUKALIMK "EAC AUDIT" W NOATBEPHAATLCA NPU NPOXOXMAEHWMA EXXErOAHOT 0 MHCNEKLIMOHHOT 0 KOHTPONA




DEJEPAJIEHOE ATEHTCTBO

1O TEXHUYECKOMY PETYJIMPOBAHHWIO H METPOJIOT WA

CHUCTEMA JOBPOBOJILHOW CEPTUOUKALIMM TOCT P

«EAC AUDIT»

PETHUCTPAITMOHHBII HOMEP POCC RU.32028.04EAC1

OPI'AH 110 CEPTHO®HKAILIHHM OO0 «'OPTECT»

PETCUCTPALIMOHHBIN HOMEP POCC RU.32028

WHH 7717616798 OI'PH 1087746489060

I0punugeckuit agpec: 109028, Poceus, . Mockea, CepeGpanudcckan nabepexnas, 1. 27,

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

PAZPEHIEHHUE
Ha NpUMMeHeHHe 3HaKa COOTBEeTCTBMS

cucremMsl JoOposossnoi ceprudpuxanuu 'OCT P

«EAC AUDIT»
Perucrpauuonnbiii Homep Ne 04EAC1.CM.03842

BEIJTAHO HA OCHOBAHHWH PEIUEHMS O BBIJAYE CEPTU®HKATA COOTBETCTBHA
CUCTEMBI MEHE/[KMEHTA KAYECTBA U3JIEJUNA MEAMUMHCKHAX

O611ecTBO C OTPAHMYEHHON OTBETCTBCHHOCTBIO «Arar-Mem»

(HAMMENODAITIE THLA)

105173, Poceus, r. Mockea, yiu. I'nasHas, 1. 6, kB. 12

(HOPHITHYECRIT aTipec THIT)

143906, Poccus, Mocxosekas obaacts, r. Banammxa, kaprai Ilurauncoso, 1. 88A

(thawrHuccKmit aipec ima)

ViHH: 7719187311 OCPH: 1037739078970
PASPEINAET

TIpHMCHATE 3HAK COOTBETCTBHs cucTeMbl moGporonbuoit ceprudmkaunn «EAC AUDIT» na nepron acicrsus ceprudurara
cooreercTBua No 04EACL.CM.03842 B mro6oit dopme, HCKIIOIAIOMIEH BOIMOMHOCTE TOIKOBAHHA €0 KAK 3HAKA COOTBETCTBHA
KaviecTha Mpogykumy. JonyckaeTca WCHIONB30BATE 3HAK COOTBETCTBMS B pexmaMHBIX Oyknerax, npocnektax, Gpomnopax,
IaKarax, G1aHkax opraHr3aHORHO-PACTIOPAIUTCABHON TOKYMECHTALMH OPraHi3allHi — ASPIKATENI cepTrduKaTa.
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HACTOALMIA CEPTUPUKAT OBA3BIBAET OPTAHH3ALIMIO MOAAEPUBATD COCTOSHUE BbINOIHAEMBIX PAGOT B COOTBETCTBHU C
BBILIEYKA3AHHBIMW CTAHQAPTAMM, 4TO BYAAET HAXOAWTLCA NOA KOHTPONTEM OPTAHA NO CEPTHONKALIMM CHCTEMbB!
AOBPOBONIbHON CEPTUOUKALLIWM "EAC AUDIT" W NOATREPXAATHLCA NPH NPOX0H AEHUK EXET04HOM0 MHCNEKLMOHHOMO KOHTPONA




GOENEPAJILIOE ATEHTCTBO

I1O TEXHUHECKOMY PEI'YJIMPOBAHHWIO U METPOJIOTMHA

CUCTEMA TOBPOBOILHOU CEPTHOUKAIIMA I'OCT P

«EAC AUDIT»

PEIHCTPALIMOITHEIN ITOMEP POCC RU.32028.04EACI

OPT'AH ITO CEPTU®PHKAIIMH 000 «I'OPTECT»

PETUCTPATIMOHHLIN HOMEP POCC RU.32028

HHH 7717616798 OTPH 1087746489060

IOpuaHueckuii agpec: 109028, Poceus, ©. Mockea, Cepelpanudeckas Habepexnas, u. 27,

arak 4, noM. 1, ko, 17
Teaedou: 8 (800) 1000-730, e-mail: info@cacaudit.ru

CEPTUPUKAT COOTBETCTBUA AYAUTOPA
Perncrpanuonnsiii nomep Ne 04EAC1.CM.03842-02

HACTOSIIUN CEPTUDPUKAT YVIOCTOBEPSET, UTO

Inagyn Buranaii Buxroposuy

cooTBeTCTBYeT  TpeGoBaHMsM  cucreMmbl  JjoOpoBonpHON  ceprudukanmmu  «EAC  AUDIT»,
NpeassSBASEMBEIM K ayIUTOpaM BHYTPEHHUX MPOBEPOK CUCTEMBI MEHE/KMEHTA KauecTBa H3JIEeNui
Menunurckux Ha coorBercrsue craHmapty I'OCT ISO 13485-2017 (ISO 13485:2016) «Usnemms
MeguupHckue.  CHcTeMBl  MeHemKMeHTa  kadecTsa, CucremHele TpeGoBaHMs  Jna  Lenei
PETYTHPOBAHUA»

Jara perucrpanun: 08-09-2021

Cpox peiicreus go: 07-09-2024

PyxoBogure/n opraua ; r.//?l__x#

1o cepruduKanan:

B. U. IToroauu

T

(noanic)

302804 ;:_"w‘ \
Hpencenarens r’;/ Y k 204;/
axcreprioit koMmgeyn: § Lt [? L7 f%’ E. JI. Kyp6aropa
Mr[‘\. I:-; \ ‘// ’ (noanucs)

~de, )
PO !'ﬂ‘t‘ 7

e

HACTOALLUA CEPTAGUKAT 0B6A3bIBAET OPTAHUIALUIO NOJJAEPHMUBATE COCTOAHME BLINONHAEMBIX PAGOT B COOTBETCTBHU ©
BBILEYKAIAHHBIMH CTAHZAPTAMM, 4TO BYAET HAXOAWTLCA NOS KOHTPOJMIEM OPTAHA N0 CEPTUOWKALIMK CHCTEMBbI
AOEPOBONBHOU CEPTHOUKALLMA "EAC AUDIT" M NOATBEPX AATLCA NMPU NPOXOX AEHWH EMETOAHOM0 MHCNEKLMORHOI O KOHTPONA




OEOEPAIILHOE ATEHTCTBO

IO TEXHUMUECKOMY PEIYJIMPOBAHWIO W METPOJIOIMH
CHCTEMA JOLPOBOJ IbHOW CEPTUOUKALIMM TOCT P
«EAC AUDIT»

PEI'MCTPALIMOHHBIN IIOMEP POCC RU.32028.04EACI
OPI'AH I1O CEPTHOHUKALIMH OO0 «'"OPTECT»
PEFHCTPATIHOI‘IHLIH HOMEP POCC RU.32028

WHH 7717616798 OI'PH 1087746489060

FOpuanueckuit anpec: 109028, Poceus, . Mockera, Cepebpannueckas nadepexkHan, 1. 27,
oTax 4, nom. 1, kom. 17

Tenedon: 8 (800) 1000-730, e-mail: info@eacaudit.ru

CEPTU®UKAT COOTBETCTBUSA AYAUTOPA
Perncrpauuonnsiii Homep Ne 04EAC1.CM.03842-03

HACTOSIIIIUN CEPTUOUKAT YIOCTOBEPSET, YTO

Hedyxor FOpuit Huxonaesuy

COOTBCTCTBYCT  TpeGOBaHMAM  CHCTEMbI  106poBonbHOM  ceprudukammu  «EAC  AUDIT»,
NpeaBABIAEeMEIM K ayquTOpaM BHYTPEHHHMX IIPOBEPOK CHCTEMBI MEHEIKMEHTA KauecTBa M3Je/i
MEIMOWHCKHX Ha coorsercrsue cranmapry T'OCT ISO 13485-2017 (ISO 13485:2016) «Msnenus

mepmuouiickue.  CHUCTeMBI  MEHCxKMEHTA KayectBa. Cucrtemnbie  TpeOoBaHms  JIjid
PETYIMPOBAHUS

Jara peruerpannu: 08-09-2021

Cpox peitcrsust xo: 07-09-2024
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HACTOALLMIA CEPTUDUKAT DEA3LIBAET OPTAHM3ALIMIO NOAJEPHUBATL COCTOAHKE BbINOIHAEMbIX PAGOT B CODTBETCTBHMM C
BBIEYKA3SAHHBIMW CTAHIAPTAMM, 4TO BYJET HAXOJUTLCA NOJL KOHTPONEM OPTAHA NO CEPTUGHKALIMKA CUCTEMBI
AOBPOBONLHON CEPTUHUKALMK "EAC AUDIT" N NOATBEPX AATHCA NPK NPOXOMAEHWK EXXET0AHOM0 MHCNEKLIWOHHOTO KOHTPONA

Hemnen




@EAFPAAbHA}I CAVIKBA 10 HAA3OPY B COEPE SAPABOOXPAHFHVIH_
(POCSAPABHAA?:OP)

PEFHCTPAHH[OHHOE Y,CIOCTOBEPEHHE _

HA MEAWLIUHCROE U3 EJIME
or 26 man 2017 roja Ne ¢’CP 2008/02731

. Ha MeI[HL[HHCKOG u3JIelve

- Kamepa g1 cyera popmennsix 3JIeMeHTOB KpOBPI (K amepa FopﬂeBa)
o TY 9443-007- 29508133 2007

: 'HaCTO;ILuee peFI/ICTpaHI/IC)HHOC ynOCTOBepCHI/IC BEIIAHO

~ ObmecTBO ¢ OrpaHHYEHHOIi OTBETCTBEHNOCTRIO "MHHHMC}I"

- (000 "MunuMen''), Poccus, - - -
- 241520, EpﬂHCKaﬂ oﬁ.mucn;, c. Cyl](]lHeBO, YL ][IIocceHHaﬂ, & 17A

HpOI/I3BOI[HTeJIB

O6mecTBo ¢ orpalmqem{on oT BeTC’][‘BeHHOCTbl{) "MmmMen"
(000 "MunuMen'), Pocensi, -
: _241520 Bpm{cxaﬂ 06JI£1CTL, C. Cylmneno, y.ﬂ. ][]Joccelmaﬂ, a. 17A

MeCTo TIPOHM3BOJICTRA MCHHHHHC KOro H3,uenm{
CM. IPHJIOKEHHE

: s HOMep peFI/ICTpaIII/IOHHO]“O nocne Ne P,Zl 17795/20212 or 16. 05 2017
-Bm{ MC,I[PIHI/IHCKOFO I/I3I[€JII/I}I 24! 8540

= Knacc HOTCHIII/IaJ'IBHOFO pI/ICKa anMeHeHmI Me)II/II_II/IHCKOI‘O nsnem/m 1

Koz[ O61uepoccnp101<or0 1<naccnchKaTopa HpOJIyI(IIHI/I o BI/I,Z[aM 3KOHOMI/I‘-IGCKOI/I
'HGSITCJ'IBHOCTPI 26 .60. 12 119 - :

: HpI/IKaSOM Poc311paBHa,n3,opa oT 26 Mas 2017 1 roz[a No 4980 :
- JIONYIIEHO K- 06pameHmO Ha TeppnTopHH Poccuiickoit GDe,uepau i

e 3aMeCTHTeJ'IL pyKOBOJIHTeJIH (I'euepa.nbﬂon cﬂyxcﬁu
-~ 10 Hamopy B cd)epe 3npa300xpanennﬂ
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PEFHCTPAHHOHHQE Y,EIOCTOBEPEHPIE

HA MEAWLIMHCKROE U3AEJIME
o; 25 oxrsibps 2021 roga Ne P3H 2016/4740

Ha MG,Z[HHHHCK e 1/131{6111/16

IIocyna MepHas Jlaﬁopa"ropiiaﬂ AJA KJIHHAYECKAX MCCIC0BANAN CTEKISHEAN
“mo TY' 9464-013 52876351-2014

Hacrozmee perncrpaunormoe YAOCTOBEPEHHE BBIAGHO
- O0mecTBO C- OFpanMYeHHON O0TBeTCTBEHHOCTEI0 "MunuMen"
(OOO "MuauMen"), Poccns,

241520 Bpsmcmaﬁ oﬁnacn, <. C‘ynoueno, yir. IHoccelmaﬂ, . 17A

HPOH3BOJII/I’IICIII: Tt

- OBImecTBO ¢ OYPAHNICHHOH 0TBETCTBEHHOCTHIO "MHHHMeIIHPOM"
(0()0 MunnMez(IIpOM"), Poccns, Sy
242600 Bpsmcncaﬂ oﬁnac'rb, r. A ThKOBO, YL JIermna, . 182, KOpII. 5 -

MCC’L‘O HpOPISBOIICTBa MG,Z[I/II.IHHCKOI‘O M3ICHuS
CM.I[pHJIO)KeHHe

‘ Homep perHCTpauHOHHoro mocke Ne ] PA-44887/65241 ot 19.10. 2021

= KJIacc IIOTCHIH/I&U‘ILHOTO pHCKa HpEMEHEHHs MEAMITUHCKOrO0 B3ienns 1

Kon OGmepoccHHCKoro Knaccmbnxa:ropa npolxympm IO BHIaM BI(OHOMI/I‘-ICCKOI/I
ne;rreJILHocm 23 ;23 110 '

7D) .. 

=

4

BE Hanmolcon'f'

0054395<ﬁ




OEAEPAABHAS CAY;KBA TIO HAA3OPY B COEPE 3APABOOXPAHEHMSA
(POC3APABHAA3OP)

" MIPHJIOYKEHUE

RPETHCTPAHHOHHOMY YAOCTOBEPEHHUIO
HA MEAULUHWHCKOE U34EJIUE

ot 25 oxrsbps 2021 rona  Ne P3H 2016/4740

JIaer 1

Ha memuimaHCcKOE H3Ieme

Ilocyna mepras 1aGopaTopHast 1l KIIMHHIECKHX HCCIE0BAHAM CTeK/ISIHHAN

mo TY 9464-013-52876351-2014, B cocrase:

1. IluneTrku rpagyupoBanHbie: THH 1, 2, 3, ucnommenus 1, 2, BMectumoctsio 0,1 mi, 0,2 M,

1 mun, 2 M1, Smin, 10 M1, 25 Mot

2. ITanerxu ¢ ogHo# otMeTkoit (Mopa): uconHenus 1, 2, BMectaMocTsio 0,5 M, 1 M, 2 M,
Swn, 10 ma, 10, 77 M, 20 M, 25 M, 50 i, 100 mit, 200 Mo,

3. ITnmerku npsmele crexisaable (Tuna Cam) ITTIC-01-20: BMecTuMOcTEIO 20 MKII. -
4. TIMmeTKky BMECTUMOCTH K fo3aropy ®nopmackoro: Tan 1, 2, BMectumocthio 0,100 M, Q
0,150 mi1, 0,250 M1, 0,300 M, 0,400 M, 0,450 M, 0,500 mut, 1,000, M. N\
5. HumuHpapet: ucnomHenus 1, 2, 3, sMectuMocTeio 10 M, 25 mit, 50 M, 100 v, 250 ma,
500 mn, 1000 M, 2000 M.

6. Mensypku: BMecTuMOcCTEIO S0 Mut, 100 mur, 250 M, 500 mu, 1000 M.

7. Kon6nl: ucnonaenns 1, 2, 2a, BMecTUMOCTEIO 5 Mi1, 10 Mit, 25 M, 50 mi, 100 M1, 200 M,
250 M, 300 mu1, 500 M, 1000 M, 2000 M.

8. JlozaTop k mpubopy Juis OTMEPHBAHUS CEPHOM KHCIIOTH: BMECTUMOCTHIO 1 M1, 10 M.
MecTo mpoK3BOACTBA:

1. OO0 "MuruMeanlIpoM", Poccus, 242600, bpsickas obnacts, r. JgTbK0BO, yiI. JIeHHHa,
o 182, k. S.

2. Ningbo Greetmed Medical Instruments Co., Ltd., 18F-3, No. 1 Building, Wante Business
Centre, Hi-Tech Zone, 315042 Ningbo, People’s Republic of China.

3. Ningbo Foyomed Medical Instruments Co., Ltd., Room 805-806, No. 299 of Jiangnan
Yipin Garden, Hi-Tech Zone, 315040 Ningbo, People’s Republic of China.
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DEAEPAABHAS CAYKBA 110 HAA3OPY B COEPE 3A.I’ABOOXPAHEHV1}I
(POCSAPABHAASOP)

PEFHCTPAHHOHHOE Y,&OCTOBEPEHHE

HA MEAWLUHWHCROE U3AEJIME
ot 15 nonbpn 2021 rona  Ne P3H 2016/4742

Ha memmiunckoe n3aenue
- Crakaus! i xo.u&u crexasuabie maboparopasie mo TY 9464-019-29508133-2015

HacTosimee peracTpalMoHROE YAOCTOBEPEHHE BhLIAHO

O06mecTBO ¢ OrpaHAYEHHON OTBeTCTBeHHOCTRI0 "'MuanuMen'"

(000 "MuruMen'"), Poccns,

241520, Bpsuckasg 061, Bpauckuii p-u, ¢. Cynoneso, yu. Hlocceinas, 1. 17A

Hpomnommnb

 OfmecTBo ¢ OrpaHAYeHHON 0TBeTCTBeRHOCTEI0 " MuuuMen''

(000 "MunuaMen'"), Pocens,

241520 Bpmcm '00J1., Bpsiackaii p-n, ¢. Cynoneeo, yi. lllocceﬁnan, A 17A

_ MecTo IPOH3BOACTEA MEHIHECKOTO H3/IEIHs
CMLIIPHJIOKEHHE

* Homep peructpaunorsoro zocee Ne PI-45098/65517 ot 28.10.2021

' §  Kuiacc noTeHNHATEHOTO PHCKa IPHMEHEHHS MeUIMHCKOro H3jenus 1

g Kon OGmepocdnﬁéxoro KIacCU(HKATOPA IIPOKYKIHE TI0 BHAM IKOHOMHYECKOH
nesrensHocTH 23.19.23.110 ;

Hacrosuiee perucTpalHoOHHOE YIOCTOBEPEHHE UMeET IPAJIOKEHHe Ha 1 jmcTe

prafte ki,
o

i
. OpHKa3OM Pocsnpannansopa ot 15 Hos6pa 2021 roma Ne. 10689

g1 | [OUymeHo K OOpaNIEHHIO Ha TEPPHTOPHH POCCHICKOI ! ¢ege§a§un /

| 3amecraTens pykoBoauTens Dexepaibnoi cnyéeﬁu S
il mo Hajnsepy B cdepe 3APABOOXPAHEHAS
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®EAEPAABHASL CAYIKBA 10 HAA3OPY B COEPE 3APABOOXPAHEHMS
(POC3APABHAA3OP)

[IPUJIOSKEHHE

RPETHCTPALIMOHHOMY YAOCTOBEPEHHIO
HA MEAULIMHCKROE U3 AEJIHE

ot 15 nosbpsa 2021 roaa Ne P3H 2016/4742
Jlacr 1

Ha mMemumurckoe uznemie

Crakanbl H K0J10b! cTeksEEbIE JabopaTopusie o TY 9464-019-29508133-2015,

B CJIEXYIOMINX HCIOIHEHHUSIX:

1. Crakanb! (ucroymenus 1, 2):

- Tun B (Beicokme): B-1-50, B-2-50, B-1-100, B-2-100, B-1-150, B-2-150, B-1-250, B-2-250,

B-1-400, B-2-400, B-1-600, B-2-600, B-1-800, B-2-800, B-1-1000, B-2-1000, B-1-2000,

B-2-2000, B-1-3000, B-2-3000;

- tunt H (smsxue): H-1-25, H-2-25, H-1-50, H-2-50, H-1-100, H-2-100, H-1-150, H-2-150,

H-1-250, H-2-250, H-1-400, H-2-400, H-1-600, H-2-600, H-1-800, H-2-800, H-1-1000,

H-2-1000, H-1-2000, H-2-2000, H-1-3000, H-2-3000, H-1-5000, H-2-5000;

2. Kon6sr:

- Tun K (xpyrinononusie, ucnonaerne 1): K-1-50-29/32, K-1-100-29/32, K-1-250-29/32,

K-1-500-29/32, K-1-1000-29/32, K-1-2000-29/32, K-1-10000-45/40;

- tan K (kpyriiononHsie, uenonrerue 2): K-2-50-22, K-2-100-22, K-2-100-34, K-2-250-34,

K-2-500-34, K-2-1000-42, K-2-2000-50;

- tun I1 (ockonounsle, ucnomgenue 1): I1-1-50-19/26, IT-1-50-29/32, I1-1-100-29/32,

11-1-250-29/32, I1-1-500-29/32, I1-1-1000-29/32, I1-1-2000-29/32, I1-1-10000-45/40;

- tan [T (iockonorHzle, ucnonnenwue 2): I1-2-50-22, I1-2-100-34, I1-2-250-34, I1-2-500-34,

11-2-1000-42, I1-2-2000-50, I1-2-3000-50, I1-2-4000-50, I1-2-5000-50, I1-2-6000-65;

- tun K (kosugeckue, ucnonuenwe 1): Ku-1-25-14/23, Ka-1-50-14/23, Ka-1-50-29/32,

K=-1-100-29/32, Ku-1-250-29/32, Ku-1- 500-29/32, Ku-1-1000-29/32, Ku-1-2000-29/32;

- Tun Ku (konugeckue, ucnonuenne 2): Ku-2-25-22, Ku-2-50-22, Ku-2-50-34, Ku-2-100-22,

Ku-2-100-34, Kn-2-250-34, Ku-2-250-50, Ku-2-500-34, Ku-2-500-50, Ku-2-1000-50,
Ku-2-2000-50, Ka-2-3000-50, Ku-2-5000-50;

- Tun KI'Y (xkpyrnozonusie ¢ neymsa KI'V-2 u tpemst KI'Y-3 ropnosausamu):

KI'y-2-1- 100-19/26~14/23 KFY 3-1-100-19/26-14/23, KI'Y-2-1-250-29/32-19/26,

KI'Y-3-1 -250-29/32-19/26, KI'Y-2-1-500-29/32-19/26, KI'Y-3-1-500-29/32-19/26,

KI'V-2-1-1000-29/32-19/26, KI'Y-3-1-1000-29/32-29/32, KI'Y-2-1-2000-29/32-19/26,

KI'Y-3-1-2000-29/32-19/26, KI'Y-3-1-2000-29/32-29/32;

- Kvenpaans (ucnonmsenue 1): 1-250-19/26, 1-500-29/32;

- Keenpnans (aenonaenue 2): 2-100-22, 2-250-34, 2-500-34, 2-1000-34;

- tut KPH (3urnepa): KPH-125, KPH-250.

MecTo npou3BOACTBA:

1. 000 "MmauMen", Poccus, 241520, Bpsuckas 0611., BpsHckait p-H, ¢. Cynoneso,

yi. Ilocceiinag, jx. 17A.

2. 000 "MuunnMen", Poccrs, 242600, Bpstackas 0611, T. JlaTekoso, yii. Jlenuna, 1. 182, k. 1.

3. 000 "MuruMenlIpom", Poccxm 242600 Bpancxax 061.,.r.-JIrrpKoBo, yi. Jlennna, x. 182, k. 5.

4. Ningbo Greetmed Medical Instruments Co Ltd., 16F- JVTBmldmg 13 N_98 Chuangyuan Road

Hi-Tech Zone, 315042 Ningbo, Zhejiang Provmce, Chu’fa 2ot

5. Ningbo Foyomed Medical Instruments Co., Ltd., Rqom 805-806 No 299 of Jiangnan Yipin

Garden, Hi-Tech Zone, 315040 Ningbo, P.R. China. - .
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000 “MuHuMen”, 241520, Poccuiickas Pefepaumns, BpsAHcKkasa obnacTe,
BpAHCKWI paioH, c. CynoHeBo, yn. WoccenHan, 17 A

Ten. (4832) 92-97-97, 92-24-52, -53, -55, -56, -57, -58, -60, -61, -62

@ MHorokaHanbHbI Homep - 8-800-100-48-32

nocmaswux nobopamopui WHH 3234007127 www.minimed.ru e-mail: info@minimed.ru

Perucrparnuonnoe yinocrosepenue No P3H 2016/4740 or 29.05.2017

IMacnopTr
[Mocyna mepuas naGopaTopHast JUIsl KAHHHYeCKNX HeclefoBanMil crerasanas mo TY 9464-013-52876351-2014

Hununopvl meprovie ¢ HOCUKOM HA CINEKIAHHOM OCHOGAHUU

1. Hasunavenue
Ipena3zHadeHnbl U OTMEPHBAHIA ONpe/ieIeHHOTo o0heMa HeleTYYHX HKUIKoCTei.

2. OcHoBHbIE TEXHHYECKHE XapakTepHCTHKH

BMmecTHMOCTD, Jonycruman Lena nenenns, Bricora ne GoJee,

Hammenongune EMS l]Dl'pE];l]lOC'l'b, CMS IE:M3 MM
Huanaap 1-10-2 10 + 0,2 0,2 140
Unomnaap 1-25-2 25 + 0,5 0.5 170
Hnanuap 1-50-2 50 +1,0 1,0 200
Hummap 1-100-2 100 +1,0 1,0 260
Wpmmnnp 1-250-2 250 +2,0 2,0 335
Hwiamnap 1-500-2 500 +50 5,0 390
Humap 1-1000-2 1000 +10,0 10,0 470
Huanuap 1-2000-2 2000 +20,0 20,0 570

1. ITwmusapel m3rotoBaeHsl o TY 9464-013-52876351-2014 B coOTBETCTBHH C TEXHHYECKHMH TPeOOBaHMAMH
I'OCT 1770-74.

Hsrorosnenst u3 crekna XCl no I'OCT 21400-75.

Hcenonnenne 1 — ¢ HOCHKOM, KJIACC TOUHOCTH 2.

byksa «H» B MapkupoBke, 0003HaYaeT HAJIMBHOM, BIMEPAEMBIL «110 HANOIHEHHION.

B

3. YnaxkoBblBaHHe, TPAHCIIOPTHPOBAHHE H XPaHeHHe
YnakoBka u3ienuii ofecnedMBaeT MX COXPaHHOCTH [PH TpaHclopTHpoBKe. TpaHcHOpTHas ynakoBKa HMeeT
najanuch: «OcTopokHo, cTekno». YcnoBua TpancnoprupoBanus musfemuit - mo 'OCT 15150-69 B kpeiToMm Tpancnopre
moboro Buja. Yeinosus xpanenus - o F'OCT 15150-69.

4. Tpebopannsi Ge30MacCHOCTH
Ilpn sxcruryaTannu HeoOXoauMo coOII/ATh NpaBuia Ge30MacHOCTH NpH paboTe €O CTEKISHHBIMH H3JICAUAME.

H3pmenus He JI0IHDKHBD MOJIBEPraThCHa Pe3KHM yilapaM B IpoIecce dKCniayaTalHn.

5. Cgejsienus 00 yrujansannu
Mspenust He NpejcTABIAIOT OHACHOCTH JUI OKpYIKaolleit cpejibl, MU3HI U 30POBBA Jojicit Nocae oKoHYaHMs
cpoka cayxkOn1. Hopanok yrunmsannu usjenuii onpeaensercs [lorpedurenem.

6. TapanTHl H3roTOBHTEIA
Hzrotourens: 000 «MunuMenllpom», 242600, Pocensi, bpsinckas o6nacts, 1. JlstekoBo, yiu. Jlenuna, . 182,

KOpIL 5.
HsroroBuTenh rapaHTHPYeT COOTBETCTBHE IMIMHJAPOB MEPHBIX € HOCHKOM Ha CTEKISHHOM OCHOBAHHH

tpeboBanusam  TY  9464-013-52876351-2014 u T'OCT 1770-74 nppu  cobmojieHun  notpedMTeIeM  YCIIOBHIA
TPaHCIIOPTHPOBAHHA, XPaHCHHA M IKcILIyaTaluu. lapaHTHHHBIH cpok sKkciLTyarainn — 12 Mecsler co JiHA BBOjJa B

IKCIIyaTarmo.
7. CBHETEILCTBO 0 NPHEMKe
H3yteimst M3roToRICHB! B COOTBETCTBUM ¢ JIciiCTBYIONLCH TeXHHYECKOH JOKyMeHTanueif ¥ IIpH3HAHbl TO/HBIMHI J1Is
IKCIITyaTallHH.

Hauansuuk OTK I'py3unnes C.A.




000 “MunuMen”, 241620, Poccuiickan ®eaepauuns, BpsiHckas o6nacTb,
BpsAHcKui paioH, c. CynoHeBo, yn. LLloccenHas, 17 A

Ten. (4832) 92-97-97, 92-24-52, -53, -55, -56, -57, -58, -60, -61, -62

® MHorokaHanbHbli Homep - 8-800-100-48-32

nocmoswux nabopamopud WHH 3234007127 www.minimed.ru e-mail: info@minimed.ru

Perucrpammonnoe ynocrosepenne Ne P3H 2016/4742 ot 29.12.2017 .
IHacnopt
Crakanbl 4 KOJ0bI cTeKAsAHHBIE 1a0opaTopHbie mo TY 9464-019-29508133-2015

Cmakanol

1. Hasuavenne
[Ipesnasnavens! Uit GUIBTPOBAHUS, BRIIAPUBAHUS U IIPUTOTOBJICHUS PACTBOPOB B JIAOOPATOPHBIX YCIOBUSX.

2. OcHoOBHbIE TEXHHYECKHE XapaKTepuCTHKH

HoMmuuaiabuas Llena jesenusi, MJ Juamerp , MM Bricora, MM
BMECTHMOCTb, MJI Tun B Tun H Tun B Tun H Tun B Tun H
25 - 5 - 34+1,0 --- 50+20
50 10 10 38+1,0 42+1,0 70+£20 60+£2,0
100 25 25 48+ 1,0 50+1,0 80+20 70+2,0
150 25 25 54+1,0 60+1.,5 98 £2.,0 80+20
250 25 25 60=1.,5 70+1,5 120+ 3,0 95+2,0
400 50 50 70+1.,5 80+20 130 £ 3,0 110+3.,0
600 50 50 80+2,0 90 +2.0 150 +3,0 125+3,0
800 100 100 90+2.0 100 £2.0 175 +£3,0 135+3.,0
1000 100 100 95+20 105+2.0 180 £3,0 145+3.0
2000 250 250 120 +£2.0 135+£3.0 240 +£4,0 190 + 3.0
3000 250 250 135+3,0 150 3,0 280 +4,0 210+4,0
5000 - 500 - 170 £3,0 --- 270 £ 4,0

1. Craxansl usrorosnens 1o TY 9464-019-29508133-2015 B cootseTcTBUM ¢ TexundeckuMu TpedoBanusamu 'OCT 25336-82.

2. Wspenust M3roTOBJICHBI M3 XUMHKO-j1abopaTopHoro crekia 1o 'OCT 21400 ( ), U3 MEJIMIIMHCKOIO CTEKJIA 110
I'OCT 19808 ( ) WJIM M3 JIPYTOTO CTEKJIa, COOTBETCTBYIONIETO 110 (PH3HKO-XMMHUHMECCKIM CBOICTBAM CTEKIIY 1O
I'OCT 21400 ( )

3. HomunajpbHas BMECTUMOCTH B 0003HAYCHNH M HAMMEHOBAHUH CTAKAHOB ABJISICTCS YCIIOBHOM.

4. Tun B — Beicokuit, Tun H - nuskuii. Ucnosnenue 1 — ctakadbl ¢ HOCHKOM, HCIIOJHEHHE 2 - cTaKaHbl 0€3 HOCHKa.

3. YnakoBbIBaHHe, TPAHCIOPTHPOBAHHE U XPaHEeHHe
VrakoBka u3jieinii o0ecreqnBacT UX COXPAHHOCTh IPH TPAHCHOPTHPOBKe. TpaHCIOpTHas YNakOBKAa MMEET HaJUINCH:
«OCcTOpOXKHO, CTeKIO». YClnoBus TpaHcnopTupoBanus msgenuii - nmo 'OCT 15150-69 B kpbiTOM TpaHcropre JI0OOro BHJIA.
VYenosust xpanenus - no 'OCT 15150-69.

4. TpeboBanusi 6e30MaCHOCTH
IIpu skcruryatanuu He06X0MMO COOJIOIATh MPaBHIIa GE30aCHOCTH P paboTe €O CTCKIIHHBIMU H3/ieiusiMu. W3emms
He JIOJDKHBI TOJIBEPraThesi PE3KUM y/IapaM B IIPOIEcce IKCILIyaTallHH.

5. Caenennsi 00 yTHIH3AIHH

Hspenns He MpejCTaBIAIOT OMACHOCTH JUIS OKPYJKAIOMIEH Cpejibl, JKU3HM M 3JI0pPOBbA JIIOJEH Tociie OKOHYaHMS CpoKa
ciyx0b1. Iopsajok yrunmsaimu uszennii onpesensercs Iorpedurenem.

6. TapanTHH H3rOTOBHTES

Hsrorosurens: OO0 «MunuMeny, 241520, PO, bpanckas obnacts, bpsauckuii paiton, ¢. Cynoneso, yi. Illocceiinas,
17A.

HsroroBuTesb rapaHTUPYET COOTBETCTBHE crakaHoB TpeboBanusaM TY 9464-019-29508133-2015 u T'OCT 25336-82 npu
coOJII0ICHUM TTOTPEOUTEIEM YCIIOBHIT TPAHCTIOPTHPOBAHMSA, XpPaHEHHU U dKcIulyaTaluu. ["apanTuiiHblii cpok skcruryaranuu — 12
MECAIEB CO JIHS BBOJIAa B OKCILTYaTalHIO.

7. CBHIETENbCTBO 0 IPHEMKE

H3aenns M3roToBICHBI B COOTBETCTBMHM C JICHCTBYIOMIEH TeXHMYECKOH JOKYMEHTaluell W NpH3HAHBI TOJHBIMH JUIS

OKCIUTyaTalllH.

Hauanbauk OTK I'pysunues C.A.
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