EBPA3ZHUMCKHUI DKOHOMHUYECKHU COI03
JEKJIAPALIASI O COOTBETCTBUA

3asiBuTelb: OOIIECTBO ¢ OrpaHHUEHHON OTBETCTBEHHOCTHIO «KoMmanus Anbda-JIa6» OI'PH:
1107746123121; UHH 7731644966

MecTo HaxXOXKIeHUS: POCCUUCKAS OENEPALINSA, 115230, ropox Mocksa, 115230, ropoa Mocksa,
DIIEKTPOIUTHBIN 1poe3, oM 3, ctpoeHue 3; Tenedon: +7 (495) 374-53-33; 37eKTpOHHAs MOYTA:
info(@alfa-lab.com

B Jimue: [enepansbrii qupextop Jlodaue Bagum Uropesny

3asBJIsieT, 4To CpesicTBa HHINBUIYATBHON 3aIUTE] OT OOMIMX MPOM3BOJCTBEHHBIX 3arPA3HEHUN U
MEXaHMYIECKUX BO3JIEHCTBUI: COTIacHO MpUIIOKEeHUIO Ha | nucte(ax); CepuilHbINA BBITYCK; .

[Tpoaykims usrorosieHa B cootBeTcTBuy ¢: EN ISO 13982-1:2004/A1:2010, EN 14325:2018, EN
13034:2005+A1:2009, EN 1149-5:2018, EN 1073-2:2002 EN ISO 13688:2013, EN 14126: 2003/AC:2004
Usrotosurens: Wuhan Zonsen Medical Products Co.,Ltd, Kuraiickas Haponnast Pecrry6imika, No 8 Jinchao
Road, Zhucheng Street, Xinzhou District, Wuhan, Hubei, China. ®ummansl: cornacHo NpuIoKeHHTO Ha |
nucre(ax).

CooreercrByeT TpedoBaHuAM: TexHmdeckoro periaamenTa TaMokeHHOTo coro3a «O 6e30MmacHOCTH
cpencrsa uHAMBUAYaIbHOI 3ammute (TP TC 019/2011 )

Jlekapanusi 0 COOTBETCTBHH NMPHHSITA HA ocHOBaHMN: [TpoTokona nenbrranmii Ne KZ-15.02.23/19 ot 15.02.2023
seitanHoro UCTTBITATEJIBHOM JIABOPATOPUE OBILIECTBO C OIPAHMYEHHOW OTBETCTBEHHOCTbBIO
«BIOPO UCTILITAHUN «(ITPOT'PECC» , atTectat akkpeautarmu: Ne POCC RU.32623.1J105; Cxema

nexnapupoBanus: 1 /]

JlonoaHuTe IbHAas HHGOPMAIMS: YCIIOBUS XpaHEHUS MPOTYKIIUH B COOTBETCTBHMH € TPEOOBAHUSIMU
Texauueckoro permamenta TamoxerHoro cotoza TP TC 019/2011 «O 6Ge3zonacHOCTH CpeaCTBa
vHIMBKIyanbHOM 3anmTey. TOCT 12.4.280-2014 «Cucrema craniapToB O6e3omnacHoOCTH Tpyaa. Onexnia
CTIeNHATbHAS JUIS 3aIUThI OT OOIIMX POH3BOICTBEHHBIX 3arPSI3HEHNH U MEXaHUYECKUX BO3JIEHCTBHU.
O01me TeXxHu4ecKHue TpedoBaHUL»

Hexna — GHCTRIFesRHA C 1aThl perucTpanyu no 14.02.2028r. BKIHOYHTENBHO.
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Jlo6ayeB Bagum Uropesuy
(D.N.0. zasBUTENS)

" Com pany
Alfa-Lab"

. S MOCKBA
PerucTpannonHslii Homep Jekiaparero coorBercTBin: EADC KG417/033.71.0009397

JlaTa perucrpaiyu aexaapauuu o coorsercTBuu: 15.02.2023r.



EBPA3UHNCKUU 3KOHOMUWYECKUH COIO3
MMPUJIOKEHUE K JEKJIAPALIMU O
COOTBETCTBUHU

Hepeqeﬂb MPOAYKIIHH, HA KOTOPYIO pacpoCcTPaHSETCS JielcTBHE AeKJIapaliu 0 COOTBETCTBUH

Ne

Koa TH
B34 TC

HaumeHoBaHUe U 0603HaYeHHE MpPOAYKIIUHU

CpencTBa HHAMBUIYATBHOM 3aLUATHI OT OOLIMX MPON3BOICTBEHHBIX 3arPA3HEHUH  MEXaHUYECKHX
BO3J1eHCTBUN:

6210109800

KOMOMHE30HBI 13 HETKAHOTO MaTepraia (B TOM YHCJIe ¢ KaIMoLIOHOM U B KOMIUIEKTAX ¢ HOCKaMU-
Oaxuiamu), XanaThl U3 HETKAHOro MaTepuaia, Oaxuiibl U3 HETKAHOIO Marepuaa, Lanouku u3
HeTkaHoro mareprana, Toprosoit Mapkn Komouresonsl TM PURETECH® cepun PURETECH Cl.,
PURETECH C2, PURETECH C3. PURETECH C4, PURETECH C5, PURETECH C6, PURETECH
C7,PURETECH C8, PURETECH C9;

(S}

6210109800

PURETECH C9, PURETECH C10, PURETECH Cl11, PURETECH C12, PURETECH Cl13,
PURETECH Cl14, PURETECH C15, PURETECH C16, PURETECH C17, PURETECH CI18,
PURETECH C19, PURETECH C20, PURETECH C130, PURETECH C140, PURETECH C500;
Xanarsl TM PURETECH® cepun PURETECH C71;

(O8]

6210109800

PURETECH C72. PURETECH €20, PURETECH C21, PURETECH C30, PURETECH C31; baxuJisl
TM PURETECH® cepuu PURETECH B65. PURETECH B60, PURETECH B5S, PURETECH B72,
PURETECH B71;[larnouxn TM PURETECH® cepun PURETECH H20/ HB20.;

6210109800

dumans! 3apona-msrorosutens: WUHAN RAYTEX PROTECTION CO., LTD, Mingchuang
building ¢1-12-1, Greenland international financial town, no.750 Heping avenue, Wuchang
district, Wuhan,Hubei province, China, WUHAN DYMEX HEALTHCARE CO..LTD WUHAN
DYMEX HEALTHCARE CO..LTD1701, Unit 2, Building 5,Jinsegangwan Phase 5,Dongfeng
\Avenue%&'nhan, China;

Jlo6auyes Bagum Mropesuy

(d.N.0. 3assuTens)

i
Ab1ii HOMep JekaIapaliu o cooTBeTcTBUU: EADC

Z]1.0009397 JlaTa peructpaliiu AeKIapalnuu o
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CUCTEMA JJOBPOBOJIbHON CEPTUG®HUKAIINNA «GLOBAL-SYSTEMS»

3aperucTpupoBana B EnuHoM peectpe cucreM 100poBoJibHOI cepTHPHUKAMT
®@enepabHOrO0 AreHTCTBA M0 TEXHUYECKOMY PeryJIMPOBAHHI0 U METPOJIOTMH

OO0BEeKT HCNBLITAHNH
(HauMeHOBaHMe, OHO3HAYHAS
uaeHTUGUKALNSA)

HaunmeHnoBanmue, aapec u
KOHTAKTHbIE JaHHbIe
3aKa34YMKa MCIbITAHUI:
HaunmeHoBaHue u agpec
M3rOTOBHUTEJIA:

3asiBKka Ha NpoBeeHUe
MCIIBITAHMI

MecTo ocyuiecTBICHUSA
JIaG0pPaTOPHOIi e TeJbLHOCTH:
JarTa nonyyeHusi o0beKkTa
MCIIBITAHMIA:

JaTa(bl) ocyliecTBIeHUS
Ja0opaTOPHOM AeATeJIbHOCTH
HNudopmauus o6 oréope
o0pa3uos (npod):

JloxymeHT(bI)
ycTaHABJIUBAKONIUIi(€e)
TPeOOBaHUS K MPOAYKIUH:

Poccuiickoii ®enepanuu per. Ne POCC RU.32623.04I'CC0O

HUCIIBITATEJIbBHASA JIABOPATOPUS
OBIIECTBO C OTPAHUYEHHOM OTBETCTBEHHOCTBIO
«BIOPO UCIIBITAHUM «ITPOI'PECC»

101000, r. Mocksa, niep. Konnaussrit, a. 6, cTp. 5, moas. mom. V, koM. 1
OI'PH: 5177746025672 UHH: 9709012041 KIIII: 770901001
e-mail: progress_il@proton.me
ATtrectat akkpeautanun: Ne POCC RU.32623.1J105

MMPOTOKOJI HCIIBITAHUI
Ne KZ-15.02.23/19 ot 15.02.2023r.

CpencTBa MHAMBUIYATBHOM 3alIUTHI OT OOIIMX MPOU3BOJACTBEHHBIX 3arPsA3HCHUNA U
MEXaHUYCCKUX BO3ACHCTBHIA: KOMOMHE30HBI 3 HETKAHOTO MaTepualia B TOM YHCIIC C
KaITIOIIIOHOM ¥ B KOMILIEKTaX C HOCKaMHU-0axwiiaMu), TOproBoit Mmapku TM
PURETECH®, cepun PURETECH C1

OO011ecTBO ¢ OTpaHUIEHHOH O0TBeTCTBeHHOCTRIO "Kommanus Anbda-JIad", mecto
Haxoxaenus: 115230, ropox MockBa, DIEKTPOIUTHEINA POE3/, TOM 3, CTpOCHHUE 3

Wuhan Zonsen Medical Products Co.,Ltd, mecto Haxoxnenus: No 8 Jinchao Road,
Zhucheng Street, Xinzhou District, Wuhan, Hubei, China, Kuraii
3agska Ne 19 or 01.02.2023r.

NJI «bU «ITPOI'PECC»

01.02.2023r., obpa3ers nperocTaBiIeH 3aKa3IHKOM

01.02.2023r. — 15.02.2023r.

OT160p 00pa3IOB KCHBITATENILHOI TabopaTopueii He ocymiecTiseTcss. OOpasibl s
MPOBE/ICHUSI UCTIBITAHUHN MPEOCTABICHBI 3aKa34MKOM 0e3 nHpOopMaIuu 00

MPOU3BEIEHHOM O0TOOpE Mpoo.
TP TC 019/2011 «O 6e30macHOCTH CPEACTB HHIUBUIYATbHOMN 3aIUTHI

INepeneyaTka NpoToKoia 6€3 pa3pelieHHs UCIBITATEIbHON Ja00PaTOPHHU HE IOITYCKaeTCs.
TIpoToKoI HCTIBITAHMI PACTIPOCTPAHSETCS TOJIBKO HA 00pasLibl, MOABEPTHY THIEC HCIIBITAHHSIM.
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YcaoBus npoBeieHUs HCIBITAHUI

Temneparypa okpyxarormiei cpesi, °C 20+ 2
OTHOCHTENbHAS BIAXXHOCTh BO3yXa, %o 65 +2
ATMochepHOe TaBIeHUE, MM PT. CT. 645-795

JokymeHT(bI) ycTaHABJIMBAaIOLIUIi(e) IPAaBUJIA M METOABI HCCJeJOBAHNI (MCIIBITAHMI) U U3MepPeHU i

CanlluH Ne 9-29.7-95 «CanutapHbie HOPMBI JOIYCTAMBIX YPOBHEH (pr3mdeckux GakTOpoB IPH MPUMEHESHHH TOBAPOB
HapOJIHOTO MOTPeOIIeH s B OBITOBBIX YCIOBUIX. MeTO/IMKa H3MEPEHUsI HAPSDKEHHOCTH AJIeKTpocTatudeckoro mossi»; [OCT
3813-72 «Matepuainsl TeKCTUIbHBIC. TKaHU U IITYYHBIC U3/eTUs. METObI ONPEICICHUS Pa3phIBHBIX XapaKTCPUCTHK MPH
pactsokenuny; 'OCT 28073-89 «M3nenus mBeliHble. MeToAb! ONpeeIeHus pa3pbIBHOM HArpy3KH, yUIMHEHHSI HUTOYHBIX
IIBOB, pa3IBUracMOCTH HUTeH TkaHu B mBax»; [OCT 18976-73 «Tkanu TekcTbHBIC. METOT ONPEACTICHUS CTOHKOCTH K

WCTUPAHUION.
Pe3yabTaThl HCHIBITAHUI
Tabmuna 1
HaumenoBanne nmoka3sareis 3HaueHue MmoKazaTeiaci
o Ennnaunns:
W/WIA KPUTEpUH . H/I na meTox ucnpITaHus pe3yabTaThl
U3MEpEeHUi mo HJI
cootBeTcTBUs 1o HJ| HCIBITAHUH

(TP TC 019/2011)

PduznyecKkue HCNbITAHUSA

JIeKTPU3YyeMOCTh MaTepuaja

YpoBeHb HATIPSHKEHHOCTH
AIEKTPHUYECKOTO OIS Ha kB/m CanlluH Ne 9-29.7-95 He Ooutee 15 51
MIOBEPXHOCTH HM3/ICIINS

Dusnko-MexaHHYeCKHe MoKa3aTeJaIn

Pa3priBHas Harpy3ka 1o 689
OCHOBE H I'OCT 3813-72 He MeHee 400

PaspbeiBHas Harpyska 1o yTKy 524
PaspriBHas Harpys3ka IIBOB H I'OCT 28073-89 He MeHee 250 423
CTOWKOCTh K HCTHPAHHIO ITUKJIBI I'OCT 18976-73 He Menee 3000 5536

YcaoBus npoBeieHNs UCTIBITAHUI
Temneparypa okpyxaromeit cpensl, °C 20+ 2
OTHOCHTEIbHAS BIIAXXHOCTh BO31yXa, %o 65+ 2

JokymeHT(bI) yCTAHABJIMBAIONIUI(€) MPAaBUJIA U METOABI HCCJIENOBAHNN (MCTILITAHUI) U U3MEpPeHUi

MVK 4.1/4.3.1485-03 «['murueHnueckas OIeHKa OJICHKIBI AJIs AETeH, TOJPOCTKOB M B3pocibix»; MHcTpykmusa Ne 880-71
«MHCTPYKIHS TTO0 CAHUTAPHO-XUMHAIECKOMY UCCIICIOBAHUIO U3ICIHH, U3TOTOBJICHHBIX U3 MMOTUMEPHBIX U IPYTHX
CHHTETHYECKUX MaTepPHaJIOB, IIPEIHA3HAYCHHBIX U KOHTaKTa ¢ MUIIeBbIMA TpoxykraMuy; [OCT 31868-2012 «Bona.
Metons! onpenenernns BeTHOcTHY; [OCT ISO 3071-2011 «Matepuains! TekcTHIbHBIE. MeTox onpeneneHus pH BogHOTO
skcrpaktay; [OCT 31209-2003 «KoHTeitHepH! I KPOBH U €€ KOMIIOHEHTOB. TpeOoBaHMs XUMUIECKOH U ONOIIOTHYECKOM
Oe3omacHoCTH M MeTo bl UctibITanui»; [OCT P 55227-2012 «Boma. MeTos! onpeieNieHust CoepKanus (opMalbIeTHIa;
I'OCT 31870-2012 (metox Ne 1) «Boma nutkeBasi. Onpe/iesicHie CoAePKaHUA JICMEHTOB METOaMU aTOMHOM
cnekrpomerpum»; [OCT 31950-2012 «Bonxa. MeToap! onpeeneHus coaepx aHusi 00mmeld pTyTH OecruiaMeHHON aTOMHO-
abCcopOIMOHHON CIIEKTPOMETPHET.

Pe3yabTaThl HCHBITAHUIM

Tabnuma 2
HaumeHoBaHMe TIOKa3aTest 3HayeHHE TOKa3aTesei
W/WIH KPUTEPUi Epusmuet H/I va MeTox ucnslTaHus pe3yJIbTaThl
U3MEepeHu i no HJ| Y
cootBeTcTBUs 110 HJJ HUCTIBITAHUN
CaHUTAPHO-THTHEHHYECKHUE MOKA3aTeIH
OuopHMeTpi: sartax GaubI MVK 4.1/4.3.1485-03 He Gonee 2 0
o0pasua
CaHnTapHO-XMMHYECKHE MOKA3ATEJIH COCTOSIHAS BOTHBIX BBITIKEK
3amax OasIs Wucrpykmms Ne 880-71 He Gosee 2 0
IBeTHOCTS o FOCT 31868-2012 He Gonee 20 10
IO TIKAJIC
MyTHOCTB OasIs Wuctpykums Ne 880-71 He Oonee 2 0
pH en. pH T'OCT ISO 3071-2011 B npeaenax 6-9 6,5
Usmenenue pH en. pH I'OCT 31209-2003 +1,0 0,2

INepeneyaTka NpoToKoia 6€3 pa3pelieHHs UCIBITATEIbHON Ja00PaTOPHHU HE IOITYCKaeTCs.
TIpoToKoI HCTIBITAHMI PACTIPOCTPAHSETCS TOJIBKO HA 00pasLibl, MOABEPTHY THIEC HCIIBITAHHSIM.
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OKHUCIIIEMOCTh MrO,/n Wuctpykuums Ne 880-71 He Ooutee 5 2,8

BpommupyemocTp MrBr,/n Wactpykums Ne 880-71 He Oonee 0,3 0,2

Y® — nornouexHue B

IHara3oHe IUIMH BoiH 220- en. O.I1. I'OCT 31209-2003 He Ooxee 0,3 0,1

360aM

BoccranoBurenbable ma 0,02H p-pa FOCT 31209-2003 e Gonee 1,0 0.4

IPUMECH Na,S,0,

Murpanusi BpeJIHbIX BellleCTB B BOJAHYIO CPeiy
dopMapaerua MI/11 I'OCT P 55227-2012 He Oomee 0,1 menee 0,020
OTHJICHTITUKOJTb MT/JT Wuctpykuums Ne 880-71 He 6onee 1,0 0
Murpanus BpeHbIX BellleCTB KpacuTeJieil B BOJHYIO cpeay

%0311 341 3 MT/JT FOCT 31870-2012 He Oomnee 0,05 menee 0,0003
(meton Ne 1)

Cauneng MT/JT OCT 31870-2012 He Oomee 0,03 menee 0,002
(meron Ne 1)

Kazmit M/ FOCT 31870-2012 e Gonee 0,001 setiee 0,0002
(meron Ne 1)

Xpom MI/J1 OCT 31870-2012 He 6oxee 0,1 menee 0,002
(meron Ne 1)

Kobanbt MI/J1 TFOCT 31870-2012 He 6onee 0,1 menee 0,004
(meron Ne 1)

Mens MI/J1 FOCT 31870-2012 He Oosee 1,0 menee 0,003
(meron Ne 1)

Hukens MI/J1 TOCT 31870-2012 He 6oxee 0,1 menee 0,005
(meron Ne 1)

PryTs (Hg) MI/1 I'OCT 31950-2012 He 6ousiee 0,0005 menee 0,0001

YcaoBusi npoBeeHHsl UCTILITAHUI

Temmnepatypa okpyxatomei cpeasl, °C
OTHocuTeNbHAsI BIAXHOCTh BO3yXa, %o
ATmMmoc(epHOe TaBleHHe, MM PT. CT.
Hamnpsokenue nutanue cetu, B

Yacrtora mutanus cety, I'1g

205
30-80
630 - 800
220+ 10
501

JokymeHT(b1) ycTaHABJIMBAIOLIUIi(e) MPABUJIA M METOAbI HCCJIeJOBAHNI (MCTILITAHMI) U U3MepPeHu i

MVYK 4.1.2479-2009 «Onpezencuue nentaxjaopdeHosia B MUeBbx npoaykrax»; MYK 4.1.3169-14
«["azoxpomarorpaduueckoe onpeneneHne TuMeTHia(TanaTa, niumeruiarepedranara, qmuaTuiadranara, auoyrundranara,
oyTunoeHsuadranara, ouc(2-atuirekcun) (ranata U AUOKTHIPTAIATA B BOJIC M BOJHBIX BBITSDKKAX U3 MATCPHAIOB
paznuunoro cocraBay; [OCT 32596-2013 «bensuauu. M3MepeHne KOHIICHTPAUK OCH3UAMHA B BOJE METOJIOM ra30BOi
xpomarorpaduu - Macc-CIIEKTPOMETPUIY.

Pe3yabTaThl HCHIBITAHUI

Tabmuma 3
HaumenoBanue rmokasaTtest 3HaueHue oKazaTeye
W/WITA KPUTEpUH EHHHHHHV H/I Ha MeTo1 UCTIBITAHUS pe3yIbTaThI
U3MepeHuil o HJI
cootBeTcTBUs 1o HJJ HWCIIBITAHUHU
Murpanusi BpeIHBIX BeIIEeCTB B BOIHYIO CPeTy
[enTaxsopdheHon MI/JI MVK 4.1.2479-2009 He 6oxee 0,05 menee 0,005
Jumermnrepedranat MI/JI MVK 4.1.3169-14 He Ooiee 1,5 menee 0,005
Murpanusi BpeHbIX BelleCTB KPACHTe1eil B BOJHYIO cpeay
HEe 00HAPYKEHO
Bensuann MI/I1 I'OCT 32596-2013 HE J0IyCcKaeTcst menee 10 Mxr/in

(menee 0,01 mr/m)

HpOTOKOH HCTIBITAHAIA PaCIpoCTPaHACTCs TOJIBKO Ha 06pa3m,1, NOABEPIrHYTHIC UCIIBITAHUSAM.

INepeneyaTka NpoToKoia 6€3 pa3pelieHHs UCIBITATEIbHON Ja00PaTOPHHU HE IOITYCKaeTCs.




Crpannna 4 u3 4 x TIM Ne KZ-15.02.23/19 ot 15.02.2023r.

Hcnonunurenn OO0 NJT Y . 95 A4 .. Tonuu
«BH «IIPOI'PECC» % =Y

PyxoBogurens OO0 UJT . -GV A.B. 3Bsarunien
«BH «ITPOTPECC» ol ‘o

INepeneyaTka NpoToKoia 6€3 pa3pelieHHs UCIBITATEIbHON Ja00PaTOPHHU HE IOITYCKaeTCs.
TIpoToKoI HCTIBITAHMI PACTIPOCTPAHSETCS TOJIBKO HA 00pasLibl, MOABEPTHY THIEC HCIIBITAHHSIM.



