MurennexkT Ha 3aumnTe
300poBbLA

® NOJIUCQH

OBL{ECTBO C OrPAHMYEHHOM OTBETCTBEHHOCTBH)

«HAYYHO-TEXHO/IOIMYECKAR DAPMALIEBTUYECKAA OUPMA «TONUCAH»

192102, Canxr-Nerepbypr, yn. Canoea, 72, kopn. 2, NUT.A,
Ten.: 812 710 8225, dakc: 812 764 6284, e-mail: info@polysan.ru

AHanMTHYeCKHii nacmoprt Ne 184

Ilpenapar:

Cepus: 360220

®opma BhITyCKa; KOHTeHHEpE 500 M x 5
Komuvectro: 3019 yn.

Hata u3rorosneHus: ¢erpans 2020 r,

PEAMBEPHUH® pactsop aas uHpy3mii 1,5 %

Hannbie anannza

P N001048/01

(Tapa xapTonnag) (otmycx o penenty)

- HEBHIHMBIE MEXaHHYECKHE BKITIOYEHHA

(I'® PO*, puayanshsii meton)
B 1 mn cpeanee uucno HacTHL pasmepoM 10 MkM
Goliee He Z0DKHO NpeBBILATS 25, a cpeanee yucno

Iokazatens Tpe6osanus HJI P N001048/01-290319, Jdannbie ananusa
H3M. Ne 1
1 2 3
1. Onucanue Tpospaunas 6ecusersas xuikocts Ipo3paynas Gecupernas
(Busyanensiit Merox) KHIKOCTh
2. HoanunuoCT:
- INTapHas KUCIIoTa Bpewmena yaepxusanus nuxos AHTAPHOH KHCIOTHI 1 Cootserctayior
- METTIOMHH METIIIOMHHA HA XPOMATOrPAMMax MCIHLITYEMOro
pacTBopa, NONYYCHHbLIX NPpH  KOMHYECTBEHHOM
OMPENCNCHHH, I07KHBI COOTBETCTBOBATS BpEMeHaMm
YACp)KHBAHMA THKOB COOT| BETCTBYIOILHMX BEUIECTB
Ha XpOMATorpaMMax pacTBOpa CpasBHeHHs (BOXX)
- HaTpHit Hanwupe  ananuruueckoro CHTHanNa  npwu Ipucyrersyer
KOIMHECTBEHHOM OTipeencHuu Hatpus (ADC)
- Kanui Hanmue  amanmriueckoro  curmana TIpH TMpucyrcrayer
KOJIHYECTBEHHOM ONPENENeHHH KATHA (ADC)
- XJIOpHABI Xapakrepuas peakius MNonoxurensuas
(Kauecrpennas peakuus ED** 2.3, » peakuua a)
- MarHuif XapakrepHas peaums IMonoxwurensHas
(Kasecrsennas peakuns, ['® PO*)
3. TIpospaunocts Homxen 6bITh npo3paunbM (I'd PO*) Ipo3paunsrit
4. IiseTHocTH HosmxeH GbiTh GecupeTHRIM (T'® PO*) BecnpeTHeli
5.pH 01 6,0 10 7,0 6.4
(I'D PO*, NTOTEHUHOMETPHYECKH)
6. Mexannyeckue Bkmovenna-
- BHIHMBIC MEXAHHYECKHE BKITIOYEHHS Momxken cooTsercTBOBATH TpEGOBAHMIM Cootserctayer

10 Mxm 1 Gonee - 1 8 1

(TC'D P, KPHOCKOIIHYECKH )

M1
HacTuu pasmepoM 25 MM u Gonee He nOMKHO
npeBsuaTs 3 25 MxkM H Gomee - 1 B |
(T'® PO*, meton 1) M
7. H3BnekaeMblii 06bEm He menee nomunansuoro (I'd Pd*) 540
8. OcMonsansHoCTs oT 284 no 347 MOcm/kr 315

9. AHOMAaNbHAA TOKCHYHOCTE
(mns konteitnepos HOJTHMEPHBIX)

Homien BbITh HETOKCHYIHEIM
(' Po*)

HeroxcHunbmi

10. BakTepHansHble 3010TOKCHHES

IMpenennnoe conepxanne ne Gonce 0,5 ED/mn
(F'® PO*, Meton A)

Mesee 0,5

11. CrepunsrocTs

Homxen GbITE cTepmILHEM (T'D PD*)

CrepHibHbit
CEpH BhITyLUEHA N0
napameTpam

12. Tornowenne B Y®-06nacty
(nna koxTeitnepos nonuMepHbIX)

Ontyyeckas niothocts npenapara npy AavHe
BOAHBI 280 HM He J0JDKHA IpeBbIIaTh 0,2

(CnextpocpoTomerpus)

0,007
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13. KonuyecTaeHHOE ONpeeneHre:

- CYKUMHATBI Or 41,4 10 50,6 mmons/n (B3XKX) 46,6
- METTIOMHH Ot 40,2 1o 49,2 mmons/n (BDXKX) 44 .4
- MEITIIOMHMHA HAaTphs CYKLMHAT Or 13,5 10 16,5 r/n (Pacy&THEH MeTOA) 14,9
- narpuit Or 132 1o 162 mmons/1 (A2C) 149
- Kanui Or 3,62 10 4,42 mmons/n (ADC) 4,03
- Maraui Or 1,13 g0 1,39 mmons/1 (THTPHMETPHSA) 1,28
- XJIOpHARI Orr 98 1o 120 Mmonk/m (THTPHMETHS) 108

14. Ynakoska o 200 unn 400 M B GYTHIIKM CTEKAAHHbBIE
BMECTHMOCTBIO 250 umm 500 M, COOTBETCTBEHHO,
no UCO, mo 200 unu 400 ma & Gy ThUIKH
CTCK/ISHHBIE BMECTHMOCTLIO 250 1iu 450 ma,
cooTBeTcTREHHO, o HJL, yKyOpeHHbIE npobkamu
H3 PC3HHBL, obcaThle KONMayKaMi aloMMHAECBEIMHA
WM KOMOMHEPOBaHHLIMH M3 ANOMHHHA H
naacTMaccsl.

Ha Gy ThinKy HAKIECHBAKOT ITHKETKY
CaMOKNEAIYIOCa.

Kaxyto GYTELIKY BMCCTE C MHCTPYKLMCH 110
MEIHLHHCKOMY PHMEHEHHIO [IOMEILAKT B NatkKy
w3 kaprona no [OCT wiu uMnoptHoro, [na
KOHTPOAA nepeoro BCKPBITHA K1anaHbl Ma4ykH
MOTYT GBITH 3aKIEEHBI € ABYX CTOPOH THKETKAMH
WITH TEPMOKJIEEM.

o 250 wnn 500 M1 B KOHTEHHEDD H3 TLIEHKH
MHOrOC/IOHHOA noaHoNehHHOBOI.

Ha KoHTeliHep MCTO/I0M TEPMONEYaTH HAHOCAT
MapKHPOBKY.

5 w10 kouTeiinepor no 250 wan 500 ma BmecTe
€ HHCTPYKLHCH 110 MEAHUMHCKOMY NPHMEHCHHIO
[OMELIAIOT B MPYTINOBYO Tapy (OTIYCK 110
peuenTy) H3 KapToHa rodpHpoBaHHOTO.

32 konrelinepa no 250 ma nan 20 KOHTEHHEPOR M0
500 M1 BMECTE ¢ HHCTPYKUHAMH 110
MCIWIIMHCKOMY UpHMEHBH]ﬂO TIOMELLAIOT B
rpynnosyio Tapy (aas CTAUMOHAPOR) M3 KAPTOHA
rodprposanHoro. KosmuecTso MHCTPYKLUMH 110
MEIMIMHCKOMY TIPMMEHEHHIO PABHO KOJHHECTBY
MepBHYHLIX YIAKOBOK B IPYNIOBO#H Tape.

Tlo 500 mn B koHTeHHEpaX
W3 TUTEHKH MHOTOCIIOHHOH
nonuosiehHHOBOMH.

Ha konreHHep METOAOM
TEpPMOTIEYATH HAHECEHa
MapKHpOBKa.

5 konteitnepos no 500 mMn
BMECTE C MHCTPYKLHMAMH MO
MEIAHIHHCKOMY
TIPHMEHEHHIO IOMCLICHE! B
rpyNNoBYIO Tapy (OTmycK
M0 peLenTy) U3 KapToHa
ropHpPOBAHHOTO.
KonHuecTso HHCTPYKUMH
110 MEAHLIMHCKOMY
NPUMEHEHHIO PABHO
KOTMHYCCTBY TICPBHYHEBIX
YNaKoBOK B (PYNMOBOH
Tape.

MapkHpoBKa B coorsercrauy ¢ Tpedopanuamu HIL P

NO001048/01-290319, mam. Ne |1

TpeGoBatna CODMOACHDL.
Haneceno cpeAcTBO
HACHTHHKALHH AN

CHCTEMBI MOHHTODHHI
JIBHKEHHS JIEKAPCTBEHHBIX
npenaparos.

* _ neficTRylouiee u3ganne 'ocynapcTeenHoH PapMakone Poccuiickoii Denepaunu
**_ neficTByioluee uszanue Epponefickoii ®apMaxonen

3aKmoyeHHe: coOTBeTCTBYeT TpeGopanuam HJ P N001048/01-290319, u3m. Ne 1

Jlata Bbifaun nacnopra: 06.03.2020
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PABPEINEHUE HA PEAJIMBALMID
or 06.03.2020

Ilpenapar, dopma BHOycxa

PEAMEEPUH PACTBOD nns uubdysmn 1,5%, 500 mn = KOHTeMHepax
nonwMepHix W5, Poceutickas Penepanus

Cepusa 360220
Komuuecrro no KOHTPOJA 3 019 ynox
KomuuecTeo nocne KOHTpoMNAa _ 2 997 ynx
N AHamuruueckoro nacnopra 184

AHanms npouBBONCTBEHHON JOKYMEeHTALN
Hocre Ha cepuwo IpOoBepeHo Ja
Hocke Ha cepuwo omofpeHo da

KpnTuueckue orkimoHenms OTCYTCTRBYIOT Ja

Cepua npoussenena u [TPOKOHTPOIMPOBaHA B COOTBETCTBMM JHMLEeH3Mer
Ha NPOM3BONCTBO JIeKapCTBeHHHX CpencTs, rpeboBaHUSMM
PEIrMCTPAUMOHHOTO mocke, TPeOOBAHMAMN OpPTraHWU3aLUY NPOM3BOOCTRBA M
KOHTPOJIA KaudecTmRa JIEKAPCTBEHHHX CpencTs (npasun GMP), a Taxxe
MHEMM TPeGOBaHMAMU OeMCTBYmEIo 3aKOoHOmaTenscTBa.

llponykuma pazpemena PeamMzaummu Oa

YIIONHOMOYEeHHOe JIMLo

Havaneuuk ornena 6%?5 Kysbmpmua E.H,
{(momxHoCcTE ) (nonnmecs ) (pacumdpposxa ooanmMcu)

MonoxeHue o Jiville, OTBETCTBEeHHOM =a BRNYCK cepuM ( YIOIHOMOYeHHOM
JIMUe 1o xadYecTBy), marTa yre. 05.12.2019







