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® NOJZINCQH
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OBLWECTBO C OFPAHMYEHHOM OTBETCTBEHHOCTbIO

«HAYYHO-TEXHOIOTHYECKAA ®APMALEBTUYECKAN ®MPMA «NONMCAH-

192102, Cankr-Netepbypr, yn. Canoea, 72, xopn.2, aut.A,
Ten.: 812 710 8225, daxc: 812 764 6284, e-mail: info@polysan.ru

AnannTHYeckHii nacnopt Ne 222

IIpenapar:

Cepus: 450320
®opma BeITyCKa:
Komgectso: 940 ym.

Hata usroropnenns: mapr 2020 r.

PEAMBEPHH® pactsop aas nadysnii 1,5 %

JaHHbIe aHATH3A

P N001048/01

KoHTelHepH 250 Mn x 32 (Tapa kapronnas) (o CTallHOHAPOB)

- HCBHJHMBIC MEXAHHYECKHE BKIIOYCHHA

(T'd PO*, pusyansHuii MeTox)
B 1 mn cpennee ancno dacTHL pasmepoM 10 MxM H
Gonee He NODKHO MPEBHIIATE 25, & CPEAHES YHCIO

Mokazarens TpeGonanns HJ{ P N001048/01-290319, JiaHHBIe aHANIH3A
maM. Ne 1
1 2 3
1. Onucanue Ipo3paunan GecupeTHAS MKHAKOCTE IIpo3paunas GecupeThas
(BryyansHeiit MeToR) KHAKOCTD
2. TToATHHHOCTS:
- AHTapHaA KHCJIOTA BpemcHa ynepXHBaHHA THKOB AHTAPHOM KHC/IOTH H CooTBeTcTBYI0T
- MEDJIOMMH MCTTIOMHHA HAa XPOMATOIPaMMAX HCILITYEMOTro
PacTBOpa, NONYYCHHBIX MPH KONHYCCTBCHHOM
OTIpe/ie/IcHHH, I0JDKHBI COOTBETCTBOBATH BPEMEHAM
YACPKHBAHHA TNHKOB COOTBETCTBYIOIIHX BEINECTB
HA XPOMATOTpaMMax pacTeopa cpasuenus (B3XCX)
- HaTpHit Hamuuwe  asanMTHYeCcKOro  curHana  mnpH TpucyTcTByeT
KONIHYCCTBECHHOM onpefcicHHH Hatpus (ADC)
- xammil Hanwuue  auaiHTHUECKOrO  cHrHana  mpW TpacyTcTByeT
KO/IHUCCTBEHHOM ONpesencHHH kamis (ADC)
- XNOpHIH Xapaxrepnas peaxipis TonoxuTeNsHAA
(Kayecrnennan peaxuns EQ** 2.3.1, peaxums a)
- Marsmit XapaxTephasd peaxia TNonoxwrensHas
(KauecrBennas peakims, '® PO*)
3. TpospauHocTs JHomken OuiTh npospauabM (I'P PO*) ITpoapagnniit
4. IiseTHOCTH Joxen 6uTe GecupeTHRIM (T'D PO*) BecupeTHsiit
5.pH Ot 6,0 10 7,0 6,4
(T'D PO*, noTeHHOMETPHYECKH)
6. MexaHH9eckne BKIIOYEHHA:
- BHIHMBIC MEXAHHYECKHE BKIIOYEHHA Jlo/DkeH COOTBETCTBOBATE TpeGOBAHHAM CooTBeTCTBYET

10 MxM 1 Gomee- 18 1

(1A KOHTeHHEPOB NOMHMEPHBIX)

BONHH 280 HM He AOJDKHA NpeBsiuaTs 0,2

(Cnexrpodoromerphs)

ACTHII 25 mxm H Gonee He AODKHO M
; P " . 25 Mxm 1 Gonee- 1B 1
npesLimars 3
(T'd PO*, metoxn 1) L
7. Hapnexaemulii 00BEM He Menee noMuHamsaoro (I PO*) 270
8. OcMOIUIBHOCTD ot 284 no 347 MOcm/xr 314
(I'® PO*, xprockonHueckuit)
9. AHOMaTBHAA TOKCHIHOCTD JlomkeH OHITH HETOKCHIHBIM HetoxcHani
(nna xoHTeliHEPOR NONHEMEPHHIX) (T'd POY)
10. BaKkTepHanLHEE 3HAOTOKCHHN TMpenemuoe conepxanue He Gonee 0,5 ED/mn Menee 0,5
(T'D PO*, meron A)
11. CrepansHOCTH JTomxen 6uTE crepunbnM (TP PO*) Crepunsusiii
CCPHA BLITYWICHA N0
NApANCTPAN
12. Tornomensne B Y®-0061acTH Onrideckan IOTHOCTS IPeNapaTa NpH JUIHHE 0,016

HHC-KO0-2000-0160 «Koutpoans nponseeacHROH Npoxyxumm», sepcrs 9. Jara peeactus: 05.11.2018




1 2 3
13. KomHuecTBEHHOE ONpee/IeHHE:
- CYKIHHATH Or 41,4 no 50,6 mmons/n (BOXX) 45,4
- METTIOMHH 0t 40,2 10 49,2 MMons/a (BIXKX) 43,7
- MEIIIOMHHA HATPHA CYKLMHAT Or 13,5 no 16,5 r/n (Pacu¥THuil#t MeTON) 14,7
- HaTpHit Or 132 no 162 mmoms/n (AC) 148
- Kanai Or 3,62 no 4,42 mmom/n (A3C) 3,04
- MarHui Or 1,13 no 1,39 mvons/n (THTpHMeTpHSA) 1,28
- XJIOPHOH Ot 98 go 120 mmons/n (THTpHAMETPHS) 110
14. Ynakoexa o 200 wim 400 Mn B GYTHUIKH CTEKIAHHBIC o 250 M B xoHTeHHEpaX
BMeCTHMOCTBIO 250 1w 500 Mi1, COOTBETCTBEHHO, H3 IUI®HKH MHorocnofiHo#
no HCO, no 200 wm 400 Ma B GyTHUIKH nonuonedHHOBOH.
CTEK/ISHHEIE BMECTHMOCTBIO 250 nim 450 mn, Ha xoHTEHHEP METOAOM
cooTBercTBEHHO, N0 H], yKynopennsie npobxamMu TEPMONEYaTH HaHeCeHa
H3 pC3HHB, 00XaTi¢ KOMMAYKAMH AIOMHHHCBHIMH MAapKHpOBKa.
HITH KOMOHHMPOBAHHEIMH H3 AMOMHHHA H 32 koureitnepa no 250 Mn
IIACTMACCHL BMECTE C HHCTPYKIHAMH [0
Ha GyThiNKy HaK/ICHBAIOT ITHKETKY MCIHLHHCKOMY
CaMOKIEAMIYIOCH. npime:nunm mm(:r .
Kaxmyio 6yTEUIKY BMECTE ¢ HHCTpYKIHeH 1o crra?;wm)gwmmona
MEIHIHHCKOMY MPHMEHEHHIO NOMEMAIOT B NaYKy rOdPHPOBAHHOTO.
u3 xapToHa no 'OCT wix umnoprHoro. Ins KomiuecTso HHCTpyKimait
KOHTPOJIA NICPBON0 BCKPHITHA KIANAHEI NATKH N0 MEAHIMHCKOMY
MOryT GBIT 3aKJIECHH C IBYX CTOPOH ITHKETKAMH NIPHMCHEHHIO paBHO
HLTH TEPMOKIIEEM. KOJIHYECTBY NMEPBHIHBIX
1o 250 wm 500 mMa B KOHTCHHEPE! H3 IIEHKH ¢ o
MHOTOCHOHHO] oMHONehHHOBOMH. e
Ha xoHTeHHEp METOIOM TEPMOMNEYaTH HAHOCAT
MapKHPOBKY.
5 win 10 xoHTeHHEPoB no 250 win 500 Mn BMecTe
¢ HHCTpYKIHeH No MEAHIHHCKOMY MPHMEHEHHIO
MOMEIIAIOT B MPYNNOBYIO Tapy (OTIyCK No
pELICNTY) H3 KapTOHA MO PHPOBAHHOTO.
32 xowrefinepa no 250 M WK 20 xoHTeHHEPOB N0
500 Ma BMECTE ¢ HHCTPYKUHAMHE 110
MCIHIMHCKOMY ITPHMEHEHHIO NIOMEIAIOT B
TPYTMOBYIO Tapy (An% CTAIlHOHAPOB) H3 KAPTOHA
rodpuposanHoro. KonH4ecTso HHCTpyKuHit no
MEIHIHHCKOMY NMPHMEHEHHIO PABHO KOJNHIECTBY
NEpPBHYHBIX YTIAKOBOK B IpyTmoBok Tape.
Mapx#poBka B cooTBeTCTRHH ¢ TpeGoBanHaMu H]I P TpeGoanns co6MmoNEHEL
N001048/01-290319, m3M. Ne 1 HaneceHo cpeacrso
HICHTHQHKAIHH TS
CHCTEMB! MOHHTOPHHTA
JIBHDKEHHA IEKAPCTBCHHBIX
Tpenaparos.

* — neficTByromee u3nanue l'ocynapcTeennoit ®apmakonen Poccuiickolt Penepamun
**_ neifcTeyiomee u3nanne Epponeiickolt dapmakonen

3akmoucHHe: cooTBeTcTBYeT TpeGoBannam HJI P N001048/01-290319, m3M. Ne 1

Jlara Beigaqn nacnopra: 20.03.2020

3apenyrommti KARJ
Hagansauk OKK

JupexTop no KauecTBy

Cpok rogsocts no: 03 2023

Cbapmauemm Dupma

«MONNCAH»

Ana pokymenTos

HMHC-KO-2000-0160 «KoHTpoN: MpoM3BeeHHOR NPOLY KUMKW, Bepcha 9. Jlata seelienns: 05.11.2018
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C. H. Ckopuk




000 "Hay4HO-TeXHOJOIMYCCKANR baprnanesTHyeckas tmpma "OOJMCAH"
PASPEINEHVE HA PEAJIM3AIINIO

or 30.03.2020

[lpenapar, ¢opMa BHNycka

PEAMEEPHUH pacrTeO 2 mubysuir 1,5%, 250 mMa B xonTeliHepax
lonvMepHx, Poccuiickas ®emepanus

Cepusn 450320
KonudecTBO nmo koHTpoms 940 ynr
KonuuecTro nocne KOHTpONS 935 yox
N AHasmrTuyeckoro nacmopta 222

AHamMB8 OPOUSBONCTBEHHON ROKYMEHTALMM
Jocke Ha cepuo NpoBepeHo Ja
flocke Ha cepuo onoBpeHo - Oa

KpuTuueckue oTKIIOHEeHUS OTCYTCTBYIOT Ha

Cepus npomszpBeneHa u IPOKOHTPONIMPOBAHA B COOTBETCTBUMM C JMIEH3Meld
Ha NPOM3BONCTBO JIEKAPCTBEHHHX CPENCTB, TpeBoBaHMAMM
PerMCTPalMOHHOTO AoCbe, TpeBOBaHMAMM OpTraHM3aLMM NpPOMU3BOLNCTRBA M
KOHTPOJA KadecTBa JISKAaPCTBEHHHX CpPelCTB (npaBsun GMP), a Taxxe
MHEIMM TpefOBaHMAMM NEeNCTBYKHMEro 2aKoHONATeNbCTBA.

NMpomykuua paspemleHa K peanmMsaumum da

YIIONMHOMOYEHHOS JULO /

Benymit MHXeHEp no L/
KadyecTBy CrenaHoBa M.C,
{nonxHOCTE ) Wmnca ) (pacmmppoBka nomnmcu)

[lonoxeune o gauue, OTBETCTBEHHOM 3a BHIIYCK CepMU ( YHIOITHOMOUEHHOM
Jimue 0o xkadecTBY), zara yre. 05.12.2019







