POCCHUMCKAS OEJEPALIAA
JEKJAPAIIMSI O COOTBETCTBUA

Ne POCCRU I-RU.PA01.B.32459/23

3ASIBUTEJIb: OBIIECTBO C OTPAHMYEHHOM OTBETCTBEHHOCTBIO "MHTEPCAH-umoc", 000
"MHTEPCOH-nmoc", anpec mectoHaxoskaenusa 141004, POCCHA, OBJIACTb MOCKOBCKAS, TOPO/]],
MBITHUIIH, YJIMLIA CHJIIMKATHAZAL, JIOM 19, HEX/JIMTEPA 13/A, KOMHATA 9-]13, OI'PH
1037739359250, UHH 7704168309, tenedon +7 4959213532, anexrpoHHas noura mail(@isen.ru

B JIMLIE: I'enepaneHoro aupekropa Kypumna JImutpus Anekcanaporuda

3ASIBJIAET, YTO NPOAYKIMSA CpeactBo ae3uHGUUMPYIOIIEe MO ABYMs TOPrOBBIMH HAMMEHOBAHHAMH:
"bouDkerpa M", CpexnctBo s Ae3uH(eKMH U MbIThs nosoB "SPELL"

JOoKyMeHT, B COOTBETCTBHH C KOTOPBIM M3roToBJeHa npoaykuusa: TY 9392-021-46842767-2012 ¢ nam.NeNel,2
CepuitHBIH BBITYCK

M3I'OTOBUTEJIb: OBIIECTBO C OI' PAHUYEHHOM OTBETCTBEHHOCTBIO "MHTEPCOH-mmoc", 000
"MHTEPCOH-nmoc", agpec mectonaxoxkaenus 141004, POCCHs, OBJIACTE MOCKOBCKAS, 'OPOJ]
MBITHILH, YIIMLIA CUIIMKATHAS, IOM 19, LIEX/JIMTEPA 13/A, KOMHATA 9-13, agpec mMecTa
ocymecTeleHus aeatensHoctu: 141004, POCCHA, OBJIACTE MOCKOBCKAZL, T'OPOJI MBITHUILIM, VIIMIIA
CHJIMKATHAZ, JIOM 19. OI'PH 1037739359250, MIHH 7704168309, Tenedon +7 4959213532, snekTpoHHas
noyra mail@isen.ru

xon OKIIT 2: 20.20.14.000
xox TH B2/ EADC: 3808941000

COOTBETCTBYET TPEBOBAHHUAM: I'OCT P 58151.1-2018, Cpencrsa aesuHduuupyiomue. Obuime
TeXHHUYECKHE TpeOoBaHHS.

CXEMA JEKJAPHPOBAHUSA COOTBETCTBHS 61

JAEKJAPAIIMA O COOTBETCTBHUH ITPUHATA HA OCHOBAHMH nipoTokoioB uenbitanuid Ne3-23 ot
08.06.2023r., BeIgaH HcnblTaTeNbHOM nabopaTopueii ""MenbiTaTensHas naboparopus OOmecTBa ¢ OrpaHHYEeHHOM
OteeTcTBEHHOCTRIO «MenbITaTenbHBIH 1abopaTopHbIH LeHTp buokoHTpoae»"" (aTTecTaT akkpenuTaluy Ne
RA.RU.210H93); Ne5709 ot 13.06.2023 r., BbIAaH HcnbITaTeNbHOM NabopaTtopueii "McnbiTaTebHbIiM
naboparopHslii Llentp @enepansHoro bromxeTHoro yupeskaeHus Hayku «l ocynapcTBeHHbIH HayYHbIH LIEHTP
NpUKIagHOH MHKpoOHOIOruM U 6uotexHonoruu» Pocnotpebnanzopa PO "(arrecrar akkpeautaunu Ne
RA.RU.21EB03); OkcneptHoro 3axmouenus Nel80/23 ot 28.07.2023, Brinannoro ®5YH I'HII ITMB
Pocnorpebnanzopa (arrecrar akkpeautauuu NeRA.RU.21EB03); CeuzeTenscTBa 0 rocyaapcTBeHHOM
peructpanuu NeRU.77.99.88.002.E.002322.08.23 ot 16.08.2023, Beraannoro MepepanbHoi ciiy:x00i 1o Haazopy
B chepe 3alMTHI paB noTpebuTeneil U bnaronoaydus yenoseka; Ceprudukara cOOTBETCTBHS TPeOOBAHUAM
I'OCT P ISO 9001-2015, TOCT ISO 13485-2017 NePOCC RU.04HMBb®1.0C23.0000176 ot 26.08.2021,, BBIAaH
Cuctemoii nobposonsHoii ceprudukaumn «[IPOMTEXCTAHIIAPT» (Homep 3amucu B EP3CJIC NePOCC
RU.32001.04HUB®D).

CPOK JEVCTBUS JEKJAPAIIMM O COOTBETCTBHH ¢ 24.08.2023 no 23.08.2028

jl VPIIMH JIMWTPUM AJIEKCAHJIPOBHY

U10;1 1c thamMunn, HMA, 0THECTBO
(mocjenHee npH HAJHYHH)

3ASAIBJIEHME: npoaykuus 6e3onacHa NpH ee HCMOJAb30BAHUH COIJIACHO YKA3aHHOMY cnocoly npuMeHeHusl B
COOTBETCTBHH € eJeBbIM Ha3HAYeHHeM. 3asiBUTEIeM NPHHATHI Mepbl 10 00ecneYeHHI0 COOTBETCTBHS MPOIYKLHH
TpeOoBaHHAM, YCTAHOB/IEHHBIM TEXHHYECKHM perjiaMeHTOM (TeXHHYeCKHMH periiameHTamu) Poccuiickoii @enepauumn.
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EBPASHVICKUY PEKOHOMUYECKHNH COIO3

depnepansHas cnyxba no Haasopy B cchepe 3aluTbl npae noTpebuTenei n Gnaronony4us Yenoseka
3amecTuTenb MNABHOrO rocyAaPCTBEHHOMO caHnTapHoro epada Poccuiickol Peaepauin
Poccuiickas degepauna

LY OMBLE IR SPTEE TelyAaTe 1aa - ane s Eapiniic sors shiHomidecsng 0 Shnura)

0 TOCYyAapCTBeHHOM perHcTPaliiy OPONYKIHH

No RU.77.99.88.002.E.002322.08.23 oT 16.08.2023

NPOAYKLIMA .

CPeACTBO Ae3MHMUMPYIOLIEe NOA ABYMSA TOProBLIMU HaumeHosaHuAMK: "Bor3keTpa M, CpeacTso Ans
Ae3NHBEKLUI U MEITES nonos "SPELL". OBnacTe npumereHns: hopma Bbinycka, YCNoBUS XpaHeHns,
cnocob NPUMEHEHWs B COOTBETCTBUM MHCTRYKUMAMI Mo NpUMeHeHWio cpeacTsa ot 28.07.2023 r. Ne [1-
26/23, or 28.07.2023 r. Ne [1-26[1/23. WaroToBnexa B cOOTBETCTBMN C AoKymeHTamu: TY 9392-021-
46842767-2012 ¢ uam. Net 2.

H3TOTOBHUTEJbL . ‘
1) 000 "MHTEPC3H-nnioc", 141004, Maockosckas o6n., r. Mertuwm, y. CwnukatHas, 4. 19, uex/nutepa
13/A, komHaTa 9-13 (fanee cornacHo NPUNOKEHKIO).

3ASIBHUTEIb =
000 "MHTEPC3H-nntoc", 141004, Mockosckas o6n., r. MeiTiwy, yn. CunukaTHas, 4. 19, uexinurepa
13/A, komHaTa 9-13, Poceuiickas Penepauus, OFPH: 1037739359250

COOTBETCTBYET , o
EAWHBIM CaHUTapHO-3MMAEMUONONHECKIM W TITNEHNYECKAM TPeGOBaHMAM K NPOAYKUMN (ToBEpaM),
nognexallen caHUTapHO-aNUAEMUONOrMUECcKOMY HaA30pyY (KOHTPONIo)

CBHIOETEJBCTBO BEIJAHO HA OCHOBAHHH

B3aMeH CBUAETENLCTBA O rocyAapCTBEHHON perucTpayuu NeRU.77.99.88.002.E.001087.04.22 o1
07.04.2022 r., skcnepTHblx sakntodenuin: @BYH MHL NMMB PocnotpebHansopa (aTTecTar akkpeautauuu
Ne RA.RU.21EB03) ot 28.07.2023 r. Ne 180/23, or 23.03.2022 r. Ne 14/22, o1 29.03,2012 . Ne186-
12/UNL SrBY "PHUUTO um. P.P.BpeaeHa" MuHzgpascolpasenTus Poccun; oT 12.12.2014 r, Ne085-14
WAL TYN MILL; STUKETKW; MHCTRYKUMA No npumeHennio cpedctea ot 28.07.2023 r. Ne [1-26/23, ot
28.07.2023 r. Ne [1-2611/23

CPOK [EHCTBHS  Heorpatnyen

3amecTuTens pyKoBOAUTENA A S, LU s W.B. Bparuxa
i =d 35 (7 .0

(A0TUHOCTL PYKOBOIHICTA (YHOTHOMOSEHHD
THOA) YIOTHOMOUSHHOTD OPTaHa FOCYAAPCTED
gaeHA ERpasiiic KO0 AKOEOMUMECKOrO COMoaa)

N:0456541




fepansHan cnyxBa no Haa3opy B chepe saluTel Npas notpedutenel n Gnaronony4us Yenosexka

3aMecTUTeNb [NaBHOTO roCYAAPCTBEHHOND CaHWTapHOTo Bpaya Poccuiickoit PeepaLimy
P ]=] v 1 1A S

= JCCUWMCKSH e eDalliiA
{ PR RS P AR S VIRPCTeE e ni Eepiniicsnio wnnosittetng v o

K CBHIETEIBCTBY 0 FOCYAAPCTBe N0 PerucTPaEHM OPOXYKIHH
AU RU.77.99.88.002.E.002322.08.23 a1 16.08.2023 =

W3roToeuTens (NPOM3BOANTENL) (NPOACIIKeHE, HAYAIO Ha GnaHkKe CBUAETeNLCTRa):

(anpec MecTa OCyUIECTBREHUS AEATENLHOCTI N0 MSFOTOBNEHMIO MpoAykUM: 141004, Mociosckas o671
r. Mermu, yn. Cunukathas, 4. 19); 2) 000 "HMAO UHTEPCH-nnioc”, 141004, A o,
MbiTutun, yn. CunukaThas, A. 19, uexinutepa 13/A, komHara 19 (agpec mecta o BREHU;
AESTENLHOCTY 110 MBroTOBNEHVIo Npoaykumu: Mockosexkas o6, r. Mermuww, yii. Cunukatnas, A. 19),
Poccniickas depepaLifs MR

3amectutens pykosoauTEns L ETTE: et e g W.B. Bparuua
(A0KUOCTL PYROBOTNCTI (VOQTHOMOSSHLATH RO NS T (% N-0)

ML) YIOTHOMONSHNOIG Oprams rocympersa § =5, L 0SS

HACHA ERPAIAHCEOTO JROHDMUECCROI O CORYIA) %

Crpaunua 1 13
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