MUHNCTEPCTBO 34PaBOOXPaHEHMS 2210946

Poccuiickoii depepayun

PEAEPAJIbHAA C/TY>XBA MO HAL3OPY I Cy6'beKTaM o6pau_|,e|-|vm

B CPEPE 3PABOOXPAHEHUNA o

(POC34PABHAL3OP) MeEANUNHCKUX N30ENNN
CnassaHckasa nn. 4, ctp, |, Mocksa, 109074 PyKOBO,U,I/ITefIFIM

TenedhoH: (495) 698 45 38; (495) 698 15 74
TEPPUTOPUNaIbHbIX

[ f opraHos Poc3apaBHaz30pa

Ha Ne oT
Me,ql/ILI,VIHCKI/IM opraHunsayunam

O He06pPOKAYECTBEHHOM

MeVLIMHCKOM W3ennn OpraHam ynpasneHus

3 paBOOXpaHeHMeM CyObEKTOB
Poccuitckon ®depepaummn

depfepanbHas cnyxba no Hag3opy B cdepe 34paBOOXPaHEHMS Ha OCHOBaHWUK
3KCMepTHOro 3aknouveHus @Prey «BHUMNMT» Poc3gpaBHagsopa Ccoo6LWaeT o
BbISIBIEHUN TeppuTOopMuanbHbIM opraHoM Poc3gpaBHagsopa r. MockBe U MOCKOBCKOM
obnactn B ob6palleHMn HefobpoKavyeCTBEHHOro MeAUUMHCKOro wusgenust «Martepuansi
pacxofHble  AnA CUCTEMbl  AMArHOCTUYecKo  nabopaTopHOW «Peructparop
TpombogmHamukn» Ha 10 onpegeneHunid TY 9443-001-66307734-2011», naptusa 534,
npoussoactea OO0 «[lemaKop», Poccusa, r. Mockea, HayuHbii npoe3g, a. 20, cTp. 2,
peructpaymMoHHoe yaoctosepeHne Ne @CP 2012/13248 ot 19.08.2015, cpoK AeACTBMA He
orpaHuyeH (pganee - MeauLMHCKOe Wu3Jenne), He COOTBETCTBYHOLLEro TpeboBaHMAM
TEXHUYECKOW [OKYMeHTauMuM MNpou3BOAMTENS, COAepXKallencsd B KOMMEKTe [aHHOM
PErncTpaLnoHHON AOKYMeHTaLMK (CM. NPUIOXKEHNE).

depfepanbHas cnyxb6a no Hag3opy B chepe 34paBoOOXpaHEHUs npegnaraet cybbekTam
obpalleHns MeAUUUHCKUX WU3[eNNMiA  MPOoBeCTU MNPOBEPKY Hannuma B obpaleHum
MeguUMHCKOrO u3genns, B YCTAHOB/IEHHOM MNOPAAKE MPOBECTU MEePOonpuAaTUS Mo
NpeaoTBpaLLeHno obpalleHns Ha Tepputopumn Poccuiickon depepaunn MeAULMHCKOTO
n3genua U 0 pesynbTatax MPONHKHOPMMPOBATbL COOTBETCTBYHOLNA TepPUTOPMANbHbIN
opraH Poc3gpaBHaa3opa.

TepputopuanbHblM  opraHam  Pocs3gpaBHajs3opa MNPOBeECTU  MeponpuaTus B
COOTBETCTBUM C MOPALKOM, MpPesyCMOTPEHHbIM AAMUHUCTPATUBHBLIM  PerfiaMeHToM
denepanbHOM cnybbl N0  Hag3opy B ciepe 34paBOOXPAHEHUS MO UCMONHEHUIO
rocylapCTBEHHON (MYHKUMW MO KOHTPOMK 3a obpaweHnem MeaULUHCKUX W3OENniA,
YTBEPXAEeHHbIM Npukazom MuH3apasa Poccum ot 05.04.2013 Ne 196H.

3a HapyweHua B cdepe obpaleHns MeAUUMHCKUX W3Aenuii  npegycmoTpeHa
aAMWHUCTPATMBHAass OTBETCTBEHHOCTb COrflacHO cTatbAM 6.28 ©n 6.33 «Kogekca
Poccuiickon  depepaumm 06  agMUHUCTPATUBHBLIX MNPaBOHApPYLUEHUSAX», a Takxke
yCTaHOB/IeHa Yro/ioBHas OTBETCTBEHHOCTb 3a obpalleHne ¢anbCuuumpoBaHHbIX,
HeJOOPOKAYeCTBEHHbIX W HE3aperucTpmMpoBaHHbIX MeAMUUHCKUX W3[eNNid  cornacHo
cTatbe 238.1 Yr0/10BHOro Kofekca Poccuiickon ®egepaymu.

MpunoxeHwne: Ha 3 N. B 1 3K3.

PyKoBoanTenb M.A. Mypallko



NpUNoXeHne K NMcbMy PocsgpaBHaa3opa

oT ,0 ("

No O /d/"

Tabnuua conocTaBNeHMs NapamMeTPOB U XapaKTEPUCTUK, YKa3aHHbIX B KOMMIEKTE
PErncTpPaLMOHHOM AOKYMEHTaL MK, C NapaMeTpamm 1 XapakKTepucTnKamy 06pasLoB
BbISIB/IEHHOT O MeMLIVMHCKOrO M3Aenns

CpaBHuBaeMble
cBefeHus/napameTpbl

CpoK rogHoCcTMH
(maTepuansl
pacxofHble -
KOHTPONbHbIN
pacTsop |)

CpoK rogHoCcTMH
(MaTepuansl
pacxofHble -
BCTaBKa- akTmBaTop
[ByXKaHa/TbHas)

CpoK rogHocTMH
(maTepuans
PacxofHble - KIOBETbl
MoNVMepHbIE)
Ycnosus

XpaHeHus

VHCT pyKLms

KOMNNeKT perncTpaLmoHHol
[OKYMeHTaLum
(perucTpalmoHHOe ya0CT0BepeHNe
Ne ®CP 2012/13248 oT 19.08.2015,
CPOK AEACTBMUA He OrpaHnyeH)

MaTepunanbl pacxofHble AONKHbI
XpaHUTbCA Npu TemnepaType 2-6
°C He 60nee 60 cyTOK C AaThl
Npou3BoACTBa.

MaTepwuanbl pacxofHble JO/KHbI
XpaHUTbCA Npu TemnepaType 2-6
°C He 6onee 60 CyTOK C gaThbl
npoun3BoACTBa

CpoOK rogHOCTMU KIOBET A0MI>KEH
OblITb He MeHee 1 rofa

MaTepunanbl pacxofHble A0MKHbI
XpaHUTbCA NPy TemnepaType 2-6
°C

WHCT pyKUMa No NPUMEHEHMIO
LOMI>KHa cofep>kaThb cregyrouine
cBeAeHus:

- COCTaB u3fenusa no npupoge v
KONNYECTBY UM KOHLEHT paumm
aKTWBHOIO MHIpeaneHTa
peareHTa(oB) vnn usgenus, a
Tak>Xe npuMeyaHune 0 ToM, 4TO
n3genune COLep>KUT Apyrue
VHIPeANeHTbl, KOTOpPbIE MOTYT
OKasaTb BAMSHME Ha NPOBEEHNE
N3MEPEHWIA, ecnn Takue
WHTPeANEHTbl UMETCS;
-cneundunyeckKme aHanu TUdYeckme
(DYHKLMOHA/NbHbIE XapaKTEePUCT KN

O6pasLibl BbISBNEHHOIO
MeULUMHCKOro n3aenus

Ha nHgmsnayansHOM ynakoBKe:
[daTa npoussoacTea: 29-06-17;
MofeH po: 29-03-19.

MToro 19 mecaues.

B MHCTPYKLMX NO NMPUMEHEHNIO:
18 mecALeB nNpu TemnepaType 2-
8°C.

[JaTa nponssoacTsa:
25.08.2017; ropa.

MopeH po: 22.02.20109.

NToro 18 mecauges.

B MHCTpPYKLMKN NO NPUMEHEHNIO:
18 mecALeB npu TemnepaType 2-
8°C.

Ha uHausnayanbHoi ynakoske: 3
roga.

[aTa npoussoacTea: 08/2017

XpaHnTb nNpun TemnepaType 2-8
°C

B MHCTPYKLMM NO NPUMEHEHMIO
CBE/IEHNSI O COfeP>KaHUm |
XapakTepucTUKax ak TUBHbIX
WHrpeIMeH T OB peareHTOoB
(KOHTPONbHbIA pacTBOp |,
KOHTPONbHbI/i pacTBOp 1,
BCTaBKa-aKTMBaToOp
ABYyXKaHanbHas) He
npeacTaBneHbl

Cneundnyeckmne aHanmTUYeckme
(OYHKLMOHaNbHbIE



MNMacnopT

[4yBCTBMTENBHOCTb,
cneungMyHoOCT b,
TOYHOCT b (MPaBUILHOCTb U
MPeLm3noHHOCTb)], rpaHnLbl
06Hapy>KeHusa 1 juanasoH
“3MepeHuns, BKNoYas KOHTPO/b
NoTeHUNanbHON NHTepdepeHLun;
-YCNOBMA 1 CPOK XpaHeHns nocne
MepBOro BCKPbITUA BHY TPEHHEN
YyNakKoBKW, a TakK>XeycroBus un

CTabunbHOCTb paboumnx peareHTOoB;

- TUN uUccnegyemMbix 06pasLoB
6rnonornyeckoro maTepuana,
ycnosusa mx céopa, B3ATUS,
npeaBapuTenbHON 06paboTKM ©,
Mpu Heo6XoANMOCT U, YCNOBMS
XpaHeHus, a Tak>Ke Mepbl
NpeaocTOPOXKHOCTU K MaTepuany
nccnenoBaHuns;

-pecdhepeHTHbIE NHTEpPBaNbI Ans

onpegendaemoro 3Ha4eHna BeMNYUHbI;

- ATy YyTBEP>XKAEHUS Um
nocnegHero nepecMoTpa
WHCTPYKLMM NO NPUMEHEHNIO

MMacnopT Ha usgenve AOM>KeH
cofep>KaThb:

- HOMep napTuu (cepun);

- CPOK rogHoOCTU;

- YCNOBUA XpaHeHNsA
TpaHCnopTUPOBaHMS.

XapakTepucTuKN maTepuanos
pacxoAHbiX (KOHTPO/NbHbIN
pacTBop |, KOHTPO/NbHbIN
pacTBOP W, BCTaBKa-aKTnUBaTOp
QBYXKaHanbHas) B MHCTPYKLMM MO
MPUMEHEHUNIO HE NPeACTaBneHbI

Mocne BCKPbITUA
VHANBUAYaNbHOW YyNaKoBKY
MUKPONPOOUPKN A0MKHbI 6bITb
MCNOMb30BaHbl B TeYeHue 24
4acoB (MHCTPYKLMA MO
MPUMEHEHNIO, NPeACcTaBneHHas
npu oT60pe 0bpasyos). Mocne
BCKPbITUWSA UHAVBMAYANBHON
ynakoBKW aKkTuBaTOp
“Ccnonb30BaThb cpasy
(MHCTPYKUMS NO NPUMEHEHMUIO,
npeacTasneHHas npu oToope
06pasuos.).

MHdopmauma o cpokax xpaHeHus
rnocne Nepeoro BCKPbITUS
BHYTPEHHel ynakoBKY He
COOTBETCTBYET AaHHbIM
KOMNNeKTaperncTpaLnoHHon
AOKYMeHT aumu
Tun ncenegyembix 06pasLoB
buonoruyeckoro MmaTepumana
yKasaH.

TpeboBaHus K aHTUKoarynsHTam
He yCTaHOB/EHbI

PedepeHTHbIe UHTepBa/bl A
onpeaensiemoro 3HayeHus
BE/IMUYMHbI He YKas3aHbl

[laHHble 0 jaTeyTBep>KAeHNs
Unn nocnefHero nepecmoTpa
WHCTPYKLMM NO NPUMEHEHWUIO
OTCYTCTBYHOT
[MacnopT npeAcTaBneH.

B nacnopTe OTCYyTCTBYHOT
CBEAEHNS O HOMepax napTui
KOHTpOAnLHOro pacTseopal,
KOHTponbHoro pacTsaopa ll,
BCTaBKM-akTuBaTOpa
[IByXKaHaNbHOW; CpoKax
rof4HOCTW KOMMNOHEHTOB;




