VHTENNeKT Ha 3awmTe
apoposen -

® NOJIMCQH

RTE

OBLLECTBO C OFrPAHHUYEHHOHW OTBETCTBEHHOCTbIO

«HAYYHO-TEXHONIOTHYECKAA ®APMALIEBTHYECKAA ®UPMA «NONUCAH»

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

AHannTHYecKHH macnopr Ne 98

IIpenapar:

Cepus: 180120
®opMa BHITYCKa:
KomgecTtso: 749 yn.

Jara H3roToBicHEA: AHBaph 2020 T,

PEAMEEPHH® pacteop ang uadysnii 1,5 %

P N001048/01

KonTeitaeps 500 M1 x 20 (Tapa KapToHHAA) (A1 CTALHOHAPOB)

- HCBHIAMEIC MEXAHHICCKHE BKMOYCHHA

(I'® PO*, pusyansHei MeTON)
B 1 mx cpennee uncno gacTHn pasMepoM 10 MM H
Gonec He N0/DKHO MPEBHINATE 25, & CPe/iHEe THCIO

JanHble aHAJIH3A
IoxazaTeas TpeGopanra OCII P N001048/01- Jannnie ananusa
290319
1 2 3
1. Omucanne Ipospaunas GecupeTHas KHAKOCTD Tpospavnan GecuperHan
(BusyamsHuiit MeTOX) KHIKOCTD
2. TloWHHBOCTS:
- AHTapHAasA KHCNIOTa Bpemena yaepxuBaHua MHKOB SHTAPHOH KHCNOTH K CooTtBercTByIOT
- MErIOMHH MErMIOMHHA HA XPOMATOTPaMMAX HCILITYEMOTO
PacTBOpA, TNOMYYEHHHX TNPH KOJHICCTBCHHOM
OMPEENCHHH, JOJIKHA COOTBETCTBOBATh BPEMEHAM
VIAEPKHBAHHA NHKOB COOTBETCTBYIOIIHX BEIIECTB
HAa XpoMarorpaMMax pactpopa cpasteHns (B2XKX)
- HaTpHii Hanvume  aHAIHTHYECKOrO CHTHANA  MNpH TpacyTcTByeT
KONHYECTBEHHOM Olpeic/icHHH Hatpui (ADC)
- kAt Hanwumse ~ aHANMTHMECKOIO  CHTHANA  TpH TpucyTcTByeT
KOJIYECTBEHHOM onpeleicHuH kamus (A3C)
- XJIOpHIB XapakTepHas peaxms Monoxurensaan
(Kauecteennas peaxuma E®** 2.3.1, peaxims a)
- Maruui XapakTepHas peaKipi TonoxuTeNbHan
(Kauecrsennas peaxpa, ['® PO*)
3. IIpo3pavaHOCTS JTomxeH 6uts mpo3padnbiM (T PO*) ITpospanbiit
4. I{seTHOCTD Jomken 6uiTe GecupeTM (IO PO*) BecupeTHRIH#
5.pH 0t 6,0 107,0 6,4
(I'® PO*, noTeHIHOMETPHIECKH)
6. MexaHH9ecKHe BKMOYEHHS:
- BHNHMBIE¢ MEXAHHICCKHE BKIIOUYSCHHA JomkeH COOTBETCTBOBATH TPeGOBAHHAM CoOTBETCTBYET

10 MmxmMm nGonee-181

(1% KOHTEHHEPOB NOHMEPHBIX)

BOJIHE 280 HM He JO/DKHA NpeBbimaTs 0,2

(CnexrpodoTOMETpHA)

gacTHnl pasmepoM 25 MxM H Gonee He AOMKHO o
npesssmars 3 25mxm B Gonee - 0B 1
(T'® PO*, meron 1) M
7. H3nnexaeMslit 06BEM He menee HomuHanbHOTO (I'D PO*) 540
8. OcMONAIBLHOCTD ot 284 no 347 MOcM/kr 314
(T'® PO*, xpHockonHIeCKHit)
9. ABOMANbHAS TOKCHYHOCTD JlomxeH OBIT> HETOKCHIHBIM Heroxcuimsii
(ana xoHTeHHEPOB NOMHMEPHEIX) (T PO
10. BakTepHaNbHEE YHIOTOKCHHE IpenensHoe conepxanne ne Gonee 0,5 ED/mn Mesee 0,5
(T'® PO*, meTon A)
11. CrepansHOCTB Jlomxen 6urs crepiwinanM (T'd PO*) CrepunsHBH
CCPHA BHMYIICHA N0
NAPAMCTPAM
12. IMornomenne B Y®-obnacth Onrugeckas IIOTHOCTS Npenapara MpH JUTHHE 0,005
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1 2 3
13. KonmdecTBeHHOE OTIpeNe/ICHHE:
- CYKUHHATH Or 41,4 no 50,6 mmons/n (BOXKX) 453
- MErOMHH Ot 40,2 no 49,2 mmons/n (BIXKX) 44,1
- METVIIOMHHA HATPHA CYKUMHAT Ot 13,5 no 16,5 r/n (Pacu¥rmmit MeTon) 14,8
- HaTpHHA Ot 132 no 162 MmMons/n (ADC) 146
- Kanmi Or 3,62 1o 4,42 mmoms/n (A3C) 4,03
- Marumi Or 1,13 no 1,39 mmons/n (THTpEMETpHA) 1,30
- XJIOpHIH Ot 98 no 120 mMons/n (THTpHMeTpHA) 109
14. Ynakoska Mo 200 smx 400 Ma B Gy THUIKH CTCKIAHHbBIE [To 500 Mn B KoHTCHHEpaX
BMECTHMOCTEIO 250 rr 500 M, COOTBETCTBEHHO, H3 TUI&HKH MHOTocHoHHOM
no HCO, no 200 wm 400 mn B GyTeumxu nomonedHHOBOiH.
CTEK/ISHHBIC BMECTHMOCTBIO 250 i 450 mn, Ha xonTeltHep meToaom
cooTBETCTBEHHO, no HJ, ykynopexHsie npobkamu TEPMONEYaTH HAHCCCHA
H3 PE3HHE, OGXATHE KO/MAaYKaMH AMOMHHHCBEIMH MapKHpOBKa.
HIM KOMOHHHPOBAHHEIMH H3 AIOMHHHA H 20 xoHTelHepoB no 500 Mn
TUIACTMACCHL. BMCCTC C HHCTPYKLIHAMH M0
i e
caMoK i
Kaxnayio GyTsuiky BMecTe ¢ HHCTpYKIlHeH no T nGey Ry TapY (e
CTAllHOHapOB) H3 KAPTOHA
MEIHIHHCKOMY ITPHMEHEHHIO IOMEIAIOT B NaYKy roPHPOBARHOrO.
H3 KapTOHA No I'OCT wm HMnoptHoro, s Konuvectso HHCTPYKIHH
KOHTPO/IA NIEPBOT0 BCKPHITHA KNANAHLI NAYKH 110 MEIHLIMHCKOMY
MOTYT OBITB 3aK/IeeHH C IBYX CTOPOH 3THKETKAMH NPHMCHEHHIO PaBHO
HITH TEPMOKTICEM. KOJIHYECTBY NEPBHYHBIX
Mo 250 wix 500 M1 B KOHTEHHEPH H3 MIEHKH FRAONGE R THFIRIONON
MHOTOC/OHHOH NoHONEHHHOBOR, Tape-
Ha xoHTelinep METOAOM TEPMONEYATH HAHOCAT
MapKHpPOBKY.
5 uan 10 xonTeitnepos no 250 wm 500 M1 BMecTe
€ HHCTpYKUMEH M0 MCIHIIHHCKOMY MPHMEHEHHIO
TIOMEINAIOT B IPYMIOBYIO Tapy (OTmyck no
peLienTy) H3 KapTOHa rodpHPOBAHHOT.
32 xourelinepa no 250 M1 WiH 20 KOHTERHEPOB N0
500 M2 BMECTE C HHCTPYKLMAMH 110
MEIHIHHCKOMY IPHMCHEHHIO NIOMELIAIOT B
TPYNTOBYIO Tapy (/1% CTAILIHOHAPOR) M3 KAPTOHA
rodpupoearHoro. Kommectso nucTpykum#t no
MEIHLHHCKOMY NPHMEHEHHIO PABHO KOMHYECTEY
NEPBHYHBIX YTIAKOBOK B IPYMNMNOBOH Tape.
Mapxrposka B cooteercTBHH C TpeGoBarnamu OCIT P Tpebosanua cobmoneHu
N001048/01-290319

* - neficreyromee m3nanne IocynapcTeennod ®apmakonen Poccutickoii denepanuu
**_ neiicteyromee m3nanue EBponefickoit ®apmaxonen
3axmouenHe: cootBeTcTBYeT TpeGoBanuam OCII P N001048/01-290319

Jlara Beinaun macnopra: 12.02.2020

3apemyrompit KARJI
Havaneank OKK

JlHpeKTOp No KauecTBy

Cpok rogsocti go: 01 2023

CankT-NeTepbypr
HayuHo-TexHonorvelbras
hapmauesTudec<an dvpma

«MONMUCAH»
Ans AOKYMEHTOB

HHC-K0-2000-0160 «KoxTponm: npouseenenHo# nponyximy», sepena 9. Jlara eenckna: 05.11.2018

C. H. Cxopuk




000 "HaywHO-TexHOJNOIMYeckan dpapmaneesTHuecxKas ¢upma "NOJMCAH"

PA3SPEINEHME HA PEAJIM3AIIMIO
or 20.02.2020

[penapaT, QopMma BHOYCKa
PEAMEEPHUH pacTBop nnsa smbpysuir 1,5%, 500 Mm B xonTemHepax
nonumepHix, Poccuitckasn Pemepanms

Cepus 180120
KonmmuecTBO OO KOHTPOJSA 749 ynx
KonuuecTBO nocje KOHTPOJNA 744 ynx
N AHanmMTHUYEeCKOTO nacrnopTa 98

AHamM3 NPOMSBOACTBEHHOM NROKYMEHTAIUAM
Jocbe Ha cepuio NPOBEPEHO Jda
docre Ha cepupo onobpeHo Ha

KpuTHUdyecKUe OTKIOHEHMS OTCYTCTBYIOT Ja

Cepua npouzaBeleHa M NPOKOHTPOIMPOBaHA B COOTBETCTBUM C JIMUEH3MeH
Ha NPOMBBOICTBO JIEKAPCTBEHHHX CPEeICTB, TpeboBaHMAMM
pPerucTpauMoHHOTO Jocbe, TpebOBaHMAMM OPTaHM3alUUM NPOM3BOINCTBA U
KOHTPOJIA KadecTBa JIEKAapCTBEHHHX CpPencTB (npasus GMP}, a Taxxe
MHEMM TpeDoBaHMAMM INeMCTBYOMETO 3aKOHOINAaTeNlbCTBa.

ponyxuusa paspelleHa K peanmMs3alun Ia

YHIOJHOMOYEeHHOe JIMIIO

Benymmit MHXeHep 0O
KadeCcTBYy Crenanosa M.C.

{DonXHOCTL ) (nonnuce) ‘ (pacmudpoBKa noanmUcH)

[lonoxkeHMe © nMLEe, OTBETCTBEHHOM 3& BHITYCK cepum ( YNIOJIHOMOUEHHOM
JMle no kKadYecTBy), »TaTa yTB. 05.12.2019







