UHTesNeKT Ha 3aluTe

3n0poBbs

® NOJIMCQH

OBLLECTBO C OrPAHUYEHHOW OTBETCTBEHHOCTbIO

«HAYYHO-TEXHONOTHYECKAA ®APMALEBTUYECKAR ®UPMA «NOJIMCAH»

192102, Cankr-Nletep6ypr, yn. Canosa, 72, kopn.2, AuT.A,
Ten.: 812 710 8225, daxc: 812 764 6284, e-mail: info®polysan.ru

AnanuTr4ecknii nacnopr Ne 225

Ilpenapar:

Cepnus: 460320
@®opMa BhITyCKa:
Komuuectso: 941 yn.

Jlata m3rotoBnenma: Mapr 2020 r.

PEAMBEPHH?® pacteop ans aadysnii 1,5 %

JanHble aHANH3A

P N001048/01

KOHTelHephl 250 M X 32 (Tapa KapTOHHAs) (WA CTAITHOHAPOR)

= HCBHIHMBIC MEXaHHYECKHE BIIO9SHHA

(T'D PO*, BusyamsuEii MeToN)
B 1 mn cpenee uHeno YacTHI pasMepoM 10 MM 1
Gonee He Ko/DKHO MpeBRIMATH 25, A CPEAHEE YHCIO

Hoxazarensn Tpebosanna HII P N001048/01-290319, JlaEHbIe aHANN3A
M. Ne 1
1 2 3
1. Omnucanne TTpo3pauHan Gecusernas amHaKOCTL Tpospaunas GecupetHas
(Bu3syamsHsiit MeTOR) MHIKOCTD
2. llommuRoCTS:
- AHTapHasA KHCIIOoTa BpeMeHa ynepXHBaHHA THKOB SHTAPHO#M KHCIIOTH H CooTseTcTBYIOT
- MErIOMHH METTIOMHHA HAa XPOMATOTDAMMAX HKCILITYEMOro
PacTBOpa, MOJMYHYEHHHIX NPH KONHYCCTBCHHOM
OMpE/ENCHHH, IO/DKHE COOTBETCTBOBATL BpEMEHAM
YACPXHBAHHA THKOE COOTBETCTBYIONIHX BEMIECTB
HA XpoMaTorpaMMax pacTeopa cpaeHenns (BIXX)
- HaTpui Hanwame  amanuTHdeckoro  curHana . npH TprcyTcTBYeT
KONHYCCTBEHHOM ONpejic/icHHH Hatpua (ADC)
Jpe— Hamiume  amanWTHYeckoro  cursara  npH TIpecyTcTByeT
KOJNHICCTBEHHOM ONpe/ic/icHHH Kamms (A3C)
- XJIOpHIH XapakTepHas peaxius HMonoxwrensnas
(Kauectrennas peakims EQ** 2.3.1, peaxuns a) )
- MarHmH XapaktepHas peakums Monoxurensnas
(Kagecrsennas peaxims, ['® PO*)
3. ITpo3paqHOCTS Homxen 6HTb npospaynsM (TP PO*) Ipospaunmiit
4, IlseTHOCTL Homken 6uth Gecupernsd (T'D PO*) BecupeTnmiit
5.pH Or 6,0 mo 7,0 64
(I'® PO*, noTeHIHOMETPHIECKH)
6. MexanA4eckne BKIIOYCHHSA:
- BHIHMEIC MEXaHHIeCKHE BKIIOYCHHA JIo/DKeH COOTBETCTBOBATL TPeGOBAHMAM CootseTcTBYET

10 MxM 1 Gonee- 1 B 1

(s xoHTeliHEPOB MONHMEPHLIX)

BoHE! 280 HM He AomkHa npesemars 0,2

(Cnekrpodoromerpus)

4acTHU pa3MepoM 25 MM H Golee He IODKHO -
npessmars 3 25 mxm B Gonee- 0 B 1
(T'® PO*, meroa 1) MI
7. HapnexaeMsiii o0BEM He menee HomuHansHoro (I'G PO¥) 270
8. OcmonsamsHOCTE ot 284 no 347 MOcm/kr 309
(T'D Pd*, kprocKOnAIECKHIH)
9. AHOMANbHAA TOKCHIHOCTD JlomkeH GBITh HETOKCHIHEIM Heroxcuannit
(a4 KoHTEHEPOB MOTHMEPHBIX) (I'® PO*)
10. BaxrepuanbHEle SHAOTOKCHHB Ipenensroe conepxanue ne Gonee 0,5 ED/Mn Mesee 0,5
(T® PO*, meton A)
11. CrepwbHOCTB Homken 6uTs crepumsismM (T'® PO*) CrepunsHEIH
CEPHA BRITYIICHA NO
NapaMcIpaM
12. Mornomensne B Y®-06nactv Onradeckas NIOTHOCTL NMpeNapata NpH LUTHHE 0,029
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13. KonudecTBeHHOE ONpeieNeHHe:
- CYKIHHATH Or 41,4 no 50,6 MMoms/n (BIXX) 452
- MEMIOMHH Or 40,2 no 49,2 Mmom/n (BOXX) 43,6
- MErTIOMHHA HATPHA CYKUHHAT Ot 13,5 no 16,5 r/n (PacaéTHuit MeTON) 14,6
- HaTpHii Or 132 1o 162 Mmomn/n (A3C) 149
- Kamui Ot 3,62 no 4,42 mmony/n (ADC) 3,90
- Maraui Or 1,13 po 1,39 mMons/n (THTpHMeTpHA) 1,27
- XJIOpHIH Or 98 no 120 mmons/n (THTpHMeTpPHS) 110
14. Yakopxa * TIo 200 wnu 400 M B GYTEUTKH CTEKIISHHBIC TTo 250 mn B xoHTEHHepax
BMECTHMOCTBI0 250 K 500 M1, COOTBETCTBEHHO, H3 [UIEHKH MHOTOCHOHHOH
no UCO, no 200 wmm 400 Mn B GyTsiTKH nonHonepHHOBOH.
CTEKNAHHEIE BMECTHMOCTRIO 250 wmu 450 M, Ha xoHTeitHep MeToOM
COOTBETCTBEHHO, No HJI, ykynopeHHzie npobkaMH TEpMOMEYaTH HAHECEHa
H3 Pe3HHH, 00XKaTHe KOAMAYKAMH AMOMHHHEBEIMH MapKHpPOBKA.
HIH KOMOGHHHPOBAHHEIMH H3 AMOMHHHA H 32 xouredinepa no 250 Mn
IUIACTMACCHL. BMECTE ¢ HHCTPYKITHAMH NO
Ha 6yTBUIKY HAKIEHBAIOT STHKETKY - :‘Hm*‘y .
S " epymmosyio Tapy (axs
Kaxgyio 6yTeuiky BMecTe ¢ HHCTpYKUMeH no CTALHOHAPOB) H3 KBPTOHa
MEIMITMHCKOMY TPHMCHEHHIO MIOMEMAIOT B NAYKY FOGPHPOBAHOTD.
3 xaproHa no F'OCT wiu ummnoprHoro. [{ns Komiyectro HHCTpYXmii
KOHTPOJIA NICPBON0 BCKPHITHA KJIAMAHK NAa9KH N0 MCAHIHHCKOMY
MOTYT OBITB 3aK/ICCHH C IBYX CTOPOH 3THKETKAMH MPHMEHEHHIO PaBHO
HIIH TEPMOKIIEEM. KOJNHYECTBY NEPBHUHBIX
ITo 250 wm 500 M1 B KORTEAHEPH! H3 IUIEHKH )
MHOroc/0HHOH NoNmHoNedHHOBOH. e
Ha xoHTeliHep METOIOM TEPMONIEYATH HAHOCAT
MapKHpPOBKY.
5 nm 10 xoHTe#HepoB no 250 wm 500 ma BMecTe
C HHCTPYKUHEH MO MEAHLMHCKOMY MPHMEHEHHIO
MOMEIIAIOT B IPYTMOBYIO Tapy (OTMyck no
PelienTy) U3 KapTOHA ro¢PHPOBAHHOTO.
32 konreftepa no 250 mn wm 20 xoHTeliHepoB No
500 M1 BMecTe C HHCTPYKIIHIMH 110
MEIHIMHCKOMY MPHMEHCHHIO NOMEILAIOT B
TPYTNOBYIO Tapy (A% CTAHOHAPOB) M3 KAPTOHA
rodpupoeanHHoro. KonuaecTso HHCTPYKLHH No
MEIHLHHCKOMY MPHMEHCHHIO PABHO KOJIHYECTBY
TNepBHYHBIX YNIAKOBOK B IpyTMoBOii Tape.
Mapkuposka B cootsercTeHH ¢ TpeGorannaMu HII P TpeGopanua coGmoneHH.
N001048/01-290319, u3m. Ne 1 Haneceno cpencteo
HIEHTHHKALMH IS
CHCTEMbl MOHHTOPHHTa
JBHKEHHSA JIEKAPCTBEHHBIX
PenapaTos.

* _ nefictsyiomee w3aanue I'ocynapcreenHoi ®apMakoner Poccuiickoit ®enepamun

**_ neficrByiomee uinanne Epponefickofi ®apMakonen
3akmouense: cooteercTByeT TpeGopanmaM HJI P N001048/01-290319, mm. Ne 1

Jata Brifa9y nacnopra: 26.03.2020

3asenyrommit KAHJI
Hagansuuk OKK

JIHpeKTOp MO KaYecTBY

Canxt-Netepbd
HayuHO-TEXHONOMME
hapMauesTHOCKAA cbupma

«HOHMCAH»
AnR AOKYMEHTOB

HHC-K0-2000-0160 «KoHTpOIE: MpOH3BeAEHHOH NPOAYKIHH», BepcHa 9. Jlara ppenenns: 05.11.2018

Cpok rogHocTH go: 03 2023

A. B. Ckok
A. H. dépoposa

C. K. Cxopuk




000 "HaydyHO-TexHOJOTMYeCKas QapMaunesTuyeckas fupma "MOJMCAH"

PASPEINIEHME HA PEAJIM3AIVD
or 31.03.2020

[lpenapatT, ¢opMa BHNYCKA

PEAMEEPUH pacreop znns uudynmir 1,5%, 250 max B xoHTelHepax
nonmmepHux , Poccuickas depepanys

Cepua 460320
KomuuecTBO OO KOHTPOJA 941 ynxk
KonuuyecTBO nocjsie KOHTPOJIA 936 ymnk
N AHanmMTMYeCKOTO [acmopTa 225

AHanMs NPOMBEOXACTBEHHOW JOKYMeHTAaIMY
Jocbe Ha CeEpUK TNPOBEPEHO Ha
Hdocre Ha cepui oHOBpeHOo Oa

KpuTuueckue OTKIOHEeHMS OTCYTCTBYHLT la

Cepusa npousBeneHa U NPOKOHTPOJMPOBAHA B COOTBETCTBMM C JMUeH3MeN
Ha NIPOM3BOLACTBO JIEKapCTBEHHHX CpelcTB, TpeboBaHMAMM
PeTUCTPAUMOHHOTO Jocbe, TpeboBaHMAMM OpraHM3alLMKM NPOU3BONCTBAa M
KOHTPOJIA KadeCTBa JIEKAPCTBEHHHX cpelcTB (npaemn GMP), a Takxe
MHEIMM TpeboBaHMAMM OeMCTBYRUEIrO 3aKOHONaTelbCTRBA.

llponykuma paspemeHa K peaausauuy da

YIIOJITHOMOYEeHHOe JIMILO

Benyumit uMHXeHep 0o
KadecTBy CrenaHoeBa M.C.

s —
(nomxHOCTR } (roanmcs) / (pacmmuppoBKa nonnucu)

llonoxeHre © JiMLEe, OTBETCTBEHHOM 3a BHIIYCK cepum ( YTNOJIHOMOYEHHOM
Juue no kKadecTBy), naTta yre. 05.12.2019







