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O nporueoaeiicTeur 060poTy KOHTpadaKTHBIX
(hanbcrpuIUPOBAHHBIX) CPENCTB
MH/IMBA/YAJILHOM 3aMUTHI OPTaHOB JBIXaHs

Bo3uukHoBeHMEe M pacnpoctpanenue B Poccuiickoit ®enepanyu naHieMuyd HOBOH
KopOHaBI/IpyCHoﬁ nadpexmuu COVID-19, nepenaromieiicis B OCHOBHOM BO3IYLIHO-
KarleJbHbIM IIyTeM, IOBJEKIIO 32 cOOOM pe3Koe YBeNudYeHue noTpedHoCTH obecreyeHus
CpelCTBaMU MHIMBHYalIbHOH 3alMThl OpranoB Abixanus (nanee — CU30/1), B Tom uncne
JUis IIepcoHana MEeJIUIMHCKIX YIpexK IeH .

Poccuiickue npeanpuatus-npousBogureny CHU30]] MHOrOKpaTHO yBENIHUUIH
MOILHOCTH IO BBITYCKY YKA3aHHBIX CPELCTB 3aL0UThI, COOTBETCTBYIOIINX YCTAHOBIEHHBIM
TpeOOBAHUIM ¥ CTAHJAPTaM 3aIMTHL

Bmecte ¢ Tem B Munnpomropr Poccun nocrynaet nndopmanms o haxrax 3aKynkn
B 2021 romy rocynapcTBeHHBIMM 3akazumkamu nponykuumu CU3O0J, BbI3biBaroileit
COMHEHME B ee JEraabHOCTH U 6e30IaCHOCTH, @ UMEHHO: MaCOK-PECIUPaTOPOB Kacca
samutel FFP2 u FFP3, npennasHa4eHHBIX 1 3aLATH IPH HEMOCPEACTBEHHOM KOHTAaKTe
¢ MHQULIMPOBAHHBIMH.

YxazaHHble OOCTOSTENbCTBA BHIBIBAIOT KPaHIO 06ECIIOKOSHHOCTS, [IOCKOJIbKY
KoHTpadakxrabie U Qanscnpunuposanusie CU30]] moryT IPEeNCTaBNATh YIPO3Y KU3HU

M 3JOPOBBIO  UIMPOKOTO Kpyra JHMM, B 4YaCTHOCTU MEM[IMHCKHX " PaGOTHUKOS,

T8 ANP 707




MCHONHAIOIMMX  CBOM  TPYHOBble  OOS3aHHOCTH, CONPSDKEHHBIE C  ONACHBIMM
BuonornueckuMy haxTopamu (BUPYChl, MHGEKIMOHHbIE aTeHThI).

Tak, Mo HaHHHIM Acconyaluy pa3paGOTIMKOB, M3TOTOBUTENEH W IOCTABLIMKOB
CPEeCTB MHAMBUYaNbHOH 3a1MTeI (Hanee — Acconuarys «CH3») 82021 rony B npouecce
PETMOHANIBHBIX IOCYJAPCTBEHHBIX 3aKyIMOK NPEANAraeTCsa NpoayKLuMs CH30/] ¢ xnaccom
sammthl FFP2 u FFP3 1o ueHe 3a eQMHALY yKa3aHHOM npoxykimu ot 5 no 20 pyOned,
NPy 9TOM, C Y4€TOM CeOGeCTOMMOCTH, OTIyCKHAS IeHa POCCHHCKHMX MPOM3BOJHUTENEH
Ha ceprupunuposaneie CU30J[ ¢ xmaccom 3ammrtel  FFP2  u FFP3,
MPOM3BECHHBIE B COOTBETCTBUM C JEHCTBYIOIMM PErMCTPALMOHHBIM yAOCTOBEPEHUEM
PocanpaBHajzopa, cocTaBiseT: mo Kkinaccy 3ammrel FFP2 - ot 40 pyOnei,
o kiaccy 3amuthl FFP3 — ot 60 pybneii.

CornacHo noyiokenusm crateu 12 ®enepancHoro 3axkoHa ot 5 amnpens 2013 r.
No 44-®3 «O KOHTpaKTHOM cHCTeMe B cdepe 3aKymokK TOBapoB, paboOT, yciyr
ans o0ecmeuyeHUs] TOCYIApCTBEHHBIX ¥ MYHHIMIANBHBIX HYX)a» (nanee - 3axoH
Ne  44-®3) rocypapcTBEHHBIE OpIaHbl, OpraHbl YIpaBlIeHUS TIOCYIAPCTBEHHbIMU
BHEOIOKETHBIMA (DOHAMY, MYHUIMIAIBHBIE OPIaHbl, KAa3eHHBIE YUPEXKIEHMUs, WHbIE
IOpuaMvecKde M@ B CIOy4asx, yYCTaHOBIEHHBIX  3akoHoM Ne  44-03,
Npu IJIAHUPOBAHUM U OCYUIECTBICHUU 3aKYNOK IOJDKHBI HCXOIUTh M3 HEOOXOIUMOCTH
JNOCTYKEHHUS 3aJaHHBIX PE3YJIHTATOB.

B cootsercTBuM ¢ myHkTOM 2 yacta 1 cratem 33 3akona Ne 44-@D3 3axazumk
Mpy ONWCAHMU B TOKyMEHTAIlUK O 3aKyINke 00BbEKTa 3aKyIKy JOJKEH MCII0Ib30BaTh IPK
COCTaBICHHM OMNUCAaHMs OO0BEKTa 3aKymKd ToKazareied, TpeOoBaHuU, YCIOBHBIX
0003HaYeHUH ¥  TEPMHHONOTHMY, KAaCAIOIMXCS  TEXHWYECKHUX  XapaKTepHCTHUK,
DYHKUMOHATEHBIX XapaKTePUCTHK (IOTPeOUTENLCKUX CBOMCTB) TOBApA, paboTbl, yeiyru
M Xa4yeCTBEHHBIX XapaKTEPUCTHK OOBEKTA 3aKyNKH, KOTOpHIE IPELyCMOTPEHbI
TCXHHYECKVMH perjlaMeHTaMy, IPUHATHIMH B COOTBETICTBMHM C 3aKOHOJATENHCTBOM
Poccuiickoii  Peneparmu 0 TeXHHYECKOM PETYJIUPOBAHMH,  JIOKYMEHTaMM,
paspabaThiBaeMbIMM U TIPHMEHSEMBIMH B HALMOHANBHOH CHCTEME CTaHIapTHU3alLnHy,

TIPUHATHBIMM B COOTBETCTBHHM ¢ 3aKOHOJATENbCTBOM  Poccuiickoi Denepaiuu

O CTaHJapTu3auuu, HHbIX Tpe60BaHHﬁ, CBA3aHHBIX C OIpelesIeHUEM COOTBETCTBUSA
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TOCTAB/ISIEMOTO TOBApa, BBIMOIHAEMOM pabOTHI, OKa3bIBAEMOH YCIyTH NOTPEeOHOCTAM
3akazuuka. EcnM  3aKa3uMKOM [PHM  COCTABJIEHAM OLMCAHMA OObeKTa 3aKylKH
HE MCMOJb3YIOTCSl YCTaHOBJIEHHBIE B COOTBETCTBUU C 3aKOHOJATEIHCTBOM Poccutickoi
depepald O TEXHHYECKOM DETYJIMPOBAHUH, 33KOHONATEIHCTBOM Poccuiickoi
Qejiepalldd O CTAHIAPTH3ALWH IOKa3aTend, TPeOOBaHWS, YCIOBHbIE 0003HaYeH
¥ TEpMUHOJOIWS, B JNOKYMEHTaLMKM O 3aKynke JOJDKHO CONepXkarbCs 000CHOBaHUE
HEOBXOMMMOCT  WCIONB30BAHUS JpYrMX I[oKasarenedl, TpeOoBaumil, YCHOBHBIX
06o3HaYeHUH U TEPMUHOJIOIHH.

B COOTBETCTBUH C IyHKTOM 2 cTathh 24 3akona Ne 44-03 3axa3uuK BbIOMpAET
crioco® onpejeneHHs MOCTAaBIMKA (MOAPANYMKA, WCHONHMTENS) B COOTBETCTBHM
¢ nnonokeHusmu riuasbl 3 3akoHa Ne 44-@3.

B sroii cBasm Munnpomtopr Poccuu o0paimiaer BHUMAaHUE PpErMOHANbHBIX
rOCYJapCTBEHHBIX 3aKa34MKOB Ha MOBBIILIEHHE OTBETCTBEHHOCTH JIUI], YIOJHOMOYEHHBIX
Ha OPraHM3alidi0 ¥ OCYIIECTBIEHME rocylapcrBeHHmXx 3akynok CHM3O0][l s HYX],
MENMUUHCKIX YUpexXIeHud, Ha HeoOXOIUMOCTh COONIOACHHSA IMOJOXKEHUH CcTaTbd 33
3axoHa Ne 44-03, a Takke HaNAYUA Y TOCTABIIUKOB COOTBETCTBYIOIIEH
CONPOBOIUTENBHON AOKyMeHTaImu Ha roctasisemsie CU30/1.

IIpy 5TOM CylIECTBEHHOE CHIDKEHME YYACTHUKAMM 3aKyIIOK CTOMMOCTH IPOLYKLHH
CU30]l orHocHMTENEHO cpefHell ceGeCTOMMOCTH WM OTIYCKHBIX LEH Ha TaKyIo
MPONYKIUIO y TPOM3BOJMTENECH MOXET CBUIETENLCTBOBATH O HANMYMM IPU3HAKOB
KontpadakTHOCTH ¥ (anscuduIMpoBanKs NpeanaraeMol MOCTABIIMKAMEA MNPOXYKINK
CU30/, re cooTBeTCTRYIOMIEH TPeOOBAHMSIM KauecTBa 1 6e30macHoCTH. B Takux cily4dasx

MunnpoMropr PoccHM  peKOMEHIyeT rOCYHapCTBEHHBIM —3aKa3udkaM [POBOATH

AONOIHUTENBHOC W3yYeHHe NOKYMEHTOB YYaCTHMKOB 3aKyIOK (IIOCTaBILMKOB)
Ha NPEeAMET UX NOCTOBEPHOCTH M OTCYTCTBHS y YYACTHHMKOB 3aKymoOK (NOCTABIUHMKOB)
[IPOTUBONPABHOIO yMBICIA HAa pealu3ali0 KOHTpaQakTHBIX ((ambcuduuupoBaHHbIX)
CH3O/L, B ToM ymcre ¢ HanpaBIeHHEM COOTBETCTBYIOLUMX MAaTE€PHUANIOB M JOKYMEHTOB
B IIPABOOXPaHHUTEIbHBIE OPTaHbI.

CH30/J dunerpyrowero Tuma (8 Tom umcie IPOTUBOAIPO30JIbHBIE CPEICTBA

MHAUBKIYAIbHOM 3aIUUTHI OPraHOB NBIXAHHUS C $hupTpyromeit noxymackoit) sBisoTCs
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oObekToM Texumyeckoro permamenta TP TC 019/2011 TamoxenHoro corosa
«O Ge301acHOCTM CPEJICTB MHAMBUAYAIbHOHN 3ammTh» (nanee — TP TC 019/2011).

@dunprpyroume CU30J] (B ToM umcne Mackd) B OCHOBHOM IPUMEHSIOTCS
Ha ITPOM3BOACTBEHHBIX 00BEKTaX, B T.4. ONACHBIX POU3BOICTBAX.

ITonoxenuss u  TpeboBaHWMs K MackaM  cojepXarcs B CHEHYMOLMX
MEXroCyAapCTBEHHBIX CTaHAAPTax, BKIOUeHHBIX B Ilepednn craHnapros, coboneHue
KOTOPBIX I03BoJsAeT obecneunBaTh TpeboBanus x TP TC 019/2011:

- TOCT 12.4.293-2015 (EN 136:1998) «CpenctBa MHAWBULYAITBLHON 3aIUMTLI
OpraHoB Ipixanus. Macku. O0mue TeEXHUYeCKUe yCIOBUAY;

- TOCT 12.4.294-2015 (EN 149:2001+A1:2009) «CpencrBa MHIMBHAYaILHOM
3allUThl OPraHoB AbIxaHus. [lomymacku QUIBTPYIOLE AN 3alUThl OT a3pO30Jiei»
(nanee - T'OCT 12.4.294-2015 (EN 149:2001+A1:2009).

B TOCT 12.4.294-2015 (EN 149:2001+A1:2009) onpezeneHsl napamerphbl
u TpeOoBaHuUs Ha cooTBeTcTBHE KitaccaM 3amurel FFP1; FFP2; FFP3.

TlonreepxaeHye COOTBETCTBUS TaKOW MPOXYKIMM OCYINECTBISETCS COIIACHO
TP TC 019/2011 nocne npoBeNeHHUs MCIBITAHKNA B aKKPEIUTOBAHHBIX HCIBITATENBHbIX
naboparopusx (uentpax) B dopme ceprubmkammE C IOmydeHMeM cepruduKaTa
COOTBETCTBMA HA CPENCTBA MHIUBUIYAIBHON 3aIUTHI OPraHOB IBIXAHUA (QUILTPYIOmIME
B aKKPEIUTOBAHHOM OpTaHe 10 CePTH(UKAIMM, BKIIOUEHHOM B €AUHbIA PEECTP OPraHoB
1O OLICHKE COOTBETCTBYS EBpazuiicKoro SKOHOMHIECKOTO COI034.

Obpawiaem BHEMaHue, 410 TpeboBammsa K npoxykuux CU30/]] (pecnupatopam
uIbTPyIOIIEro TMNA) M MackaM MeIMIMHCKEM pasmuyes. Ha oduumanpHOM caiite
Poccrannapra MOXHO 03HAKOMUTECS C 0630pOM CTAHIAPTOR 110 TPEGOBAHUAM K TIHIIEBBIM

MacCKaM.

B oTHOmEHMM MAacOK MEIMIUHCKHX JeHCTBYET HalMOHANBHBIA CTAHAApT
Poccuiickoii ®enepamuu TOCT P 58396-2019 «Macku MeaunuHckue. TpebGopanus
W Meromel ucnbItapmi»y (manmee — I'OCT P 58396-2019), xoTopsiii onpenpenseT
KOHCTpYKLMIO, NM3a#H, TpeOoBaHMSA K ()YHKLUOHAIBHEIM XapaKTEPUCTUKAM U METOLbI
WCTIbITAHUH MEJMIMHCKMX MAcoK, NPENHASHAYECHHBIX Ul OTPAaHUYEHHS [epefayu

I/IH(_I_)GKIH/IOHHLIX areHToOB OT NEePCOHANIA MAMEHTAM BO BpEMA XUPYPruHecKkux onepauuﬁ




¥ B APYTHX MEAMITUHCKAX IOMELIEHUIX C aHATOTMYHBIMY TpeboBaHuamMu. Meaununckas
Macka ¢ COOTBETCTBYIOIIMM MMKDPOOHBIM OaphepoM Takke MOXKeT 3QPEKTUBHO
cnocoOCTBOBATE COXPAINEHUIO BHIX0Ia UH(EKIMOHHBIX areHTOB U3 HOCOBOM M POTOBOM
HOJOCTH OECCHMITOMHOIO HOCUTENS MITH IALMEHTa ¢ KIMHUYECKUMHU CUMIITOMaMU.

VuuThiBas TONOXKEHHs craTthu 26 ®enepannHoro zakoHa ot 29 wmrons 2015 1.
Ne 162-®3 «O cranaapusanuu B Poccuiickoit ®enepanum», yKasaHHbIH HalMOHAIbHBIH
CTAHNAPT NPUMEHseTcs Ha JOOpPOBOJIBHOM OCHOBE, IIOCKOIBKY MEIMIIMHCKHE MAaCKH
He SBIAIOTCH OOBEKTOM peryimpoBaHus moctaHoBnenus [IpasurenbcrBa Poccukickon
®eaepauu ot 1 gexadbps 2009 1. Ne 982 «O0 yTBEpXKIEHUM ENUHOIO TIEPEUHS
NPOAYKIIMH, IOJIexaInelt 00s3aTebHOM cepTuhuKaLum, ¥ €JUHOTO NepeyHs IPOAYKLINY,
NOJTBEPKIEHUE COOTBETCTBHS KOTOPOH OCYIIECTBNSETCS B HOpMe NPUHATHS AeKiIapaliuiu
O COOTBETCTBUMY.

HoOpoBonbHOE  TOATBEPXKAEHME COOTBETCTBUS  MPOAYKIHHA  TpeOOBaHUAM
[OCT P 58396-2019 COIJIaCHO TOJIOXXEHUAM DenepansHOro 3aKoHa
or 27 pekabpa 2002 r. Ne 184-®3 «O TEXHHYECKOM pEryaHPOBAHUI)
MOXET OCYWIECTBIAETCS [0 HMHULIMATUBE 3asBUTENS Ha YCJIOBUSX JOrOBOpa
MEX/1y 3asBUTEJIEM U OPraHoM IIo cepmtbnkaunu, aKKpEAUTOBaHHbLIM B COOTBETCTBHHU
¢ 3aKoHozmarenbcTBOM Poccuiickoit ®epmepaiyn 06 aKKpeIUTanud B HalMOHANbHOM
CUCTEME aKKpeIUTALYIH.

Ilpu sTOM 00palenre MeaUIMHCKUX w3nenui B Poccuiickoit denepanuu COrjacHo
HacTa 4 crarbu 38 MenepanbHOro 3akoHa ot 21 Hosa6ps 2011 r. Ne 323-®3 «O6 ocHoBax
OXpaHbl 310pOBbA Ipaxkian Poccuiickodi @enepanuu» Ha Teppuropur Poccuiickoit
®epepaunn  paspemiaeTcs  OpPM  YCIOBHM,  YTO  OHH 38PETUCTPUPOBAHbI
B Nopaike,  ycranoBnenHoM  llpaButensctBoM — Poccuiickodt  ®eaepaunn,
YHOJIHOMOYEHHBIM UM (eePaIbHBIM OPraHOM HCIIONHUTENBHOM BIACTY.

CornacHo IyHKTY 5.5 mOCTaHOBIEHWS IlpasutenscrBa Poccuniickolt ®epepanuu
or 30 urons 2004 r. Ne 323 (B pemaxuwu ot 24 HOs10ps 2020 1.) «O6 yTREepMAEHnM
Ionoxenus o ®enepanbHoii cryxbe mo Hamsopy B chepe 3[PAaBOOXPAHEHUS)

FOCYRapCTBEHHYIO PETUCTPALMIO MENMIMHCKIX W3ICHi ocymecteinser Pocanpasnanzop.
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[lo Bompocam, TpeOyIOUAM 3KCIEPTHOTO MHEHMS M KOHCYJIBTalMi OTHOCHUTENHHO
CU30/I, rocyaapcTBeHHBIe 3aKa34UKH MOTYT TakkKe 00paiarbCs B OKCHCPTHBIH LEHTP
Acconmamyn «CH3» mo tenedonam: +7 495 789-9-320 mnm Do SNEKTPOHHOW mO4TE:

asiz@asiz.ru, info@sertika-siz.ru.

B.JI. ErtyxoB

C.B. Pyuen
8-495-870-29-21 (21-957)




