WHTeNNeKT Ha 3awure
300pOBbA

@ NOJIUCQH

OBWECTBO C OrPAHMYEHHON OTBETCTBEHHOCTDIO

«HAYYHO-TEXHO/IOFMYECKAR ®APMALEBTUMECKAA OUPMA «NONUCAH»

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

ARaaHTHYecKHi macmopt Ne 616

Ipenapar:

Cepus: 1190620
dopMa BBITyCKa:
KomugecTso: 6009 yn.

JlaTa H3rOTORJICHHA: HIOHB 2020r.

PEAMBEPHH?® pacteop ans uudysuii 1,5 %

JlanHble aHAJIH3A

P N001048/01

xoHTelHepH 250 M X 5 (Tapa KapToHHasA) (OTHYCK 1O peuenty)

- HeBHAHMMEIE MeXaHHYeCKHe BKIIOYCHHA

(T® PD*, pusyansHuiH MeTOx)
B 1 Mn cpeanee YHCO YaCTHLL Pa3MEPOM 10 MxM H
Gosiee He A0/DKHO MPEBHLILATDL 25, a CpelHee YHCIO
yacTHL pasMepoM 25 MkM H Gonee HE AODKHO
npeBbIlIaTh 3
(T'd PO*, meTon 1)

IokazaTesb Tpebosanns HI P N001048/01-290319, JlanHble AHAJIH3A
M. Ne 1
1 2 3
1. OmucaHHe Tipospauusas GecupeTHAN HKHAKOCTD Tpo3paunan GecupeTHas
(BmyansHuift METON) MHAKOCTD
2. TToUIHHHOCTS:
- AHTapHAA KHCJI0Ta Bpemena yACPKHBaHHA THKOB AHTAPHOH KHCNIOTH H CoOTBETCTBYIOT
- METTIOMHH MErmoMHHa Ha XpOMAaTorpaMMax HCIHTYeMOro
pacTBOpa, TONYHEHHBIX NpPH KOIHYECTBCHHOM
OMpeneNeHHH, JODKHB COOTBETCTBOBATL BPEMEHaM
YNCPKHBAHHA NMHKOB COOTBETCTBYIOIIMX BEINCCTB
Ha XpOMaTorpaMMax pacTBOpa CpABHEHHA (BIXX)
- HaTpHii Hanvume  AHATHTHYECKOTO  CHTHaina  NpH TIpucyTcTByer
KO/IHHECTBEHHOM onpenencHuu Harpus (A3C)
- xamit Hanvuue  aHAIMTHYECKOTO  CHTHana  TpH TlpHcyTCcTBYET
KO/IMUECTBEHHOM ornpeaencHiH kamas (A3C)
- XJIOpHIH XapaxtepHas peaxius TMonoxuTeNnbHasA
(Kauecrpennan peaxuns EQ** 2.3.1, peakima a)
- Maruwi ARpIcEpsas peaxues TMonoxuTeNbHas
(Kavecrsennas peakuus, 'O PO*)
3. IpospauHocTh JlomkeH 6uims npo3pauiuM (TP PO*) Tpo3pauHbIii
4. L1seTHOCTB JlomxeH 61T GecupeTHrM (I'D PO*) BecuBeTHbIH
5.pH Or 6,0 no 7,0 6,4
(I'® PO*, NOTEHLHOMETPHIECKH)
6. MexaHH9YEeCKHe BKIIIOYEHHA:
- BUAMMEIE MEXaHHYECKHE BKIOYCHHA Jlo/mKeH COOTBETCTBOBATH TPeGOBAHHAM CooTBeTcTBYyET

10 mxm 1 Gonee - 1 B 1 Mn
25 mxM 1 Gonee -1 B 1 Mn

7. UapnexaeMulii 00bEM

(mna xOHTEHHEPOB NOJTHMEPHBIX)

BonHH 280 HM He Jo/DkHa npesbimarts 0,2

(CrextpooToMeTpHA)

He menee Homunanssoro (I'® PO*) 270

8. OCMONATLHOCTD ot 284 mo 347 MOcM/kr 315
(F'® PD*, xpHocKonmHIeCKuH)
9. AHOMaNLHaA TOKCHIHOCTD JomxeH GHTh HETOKCHIHBIM HeTokcHYHBI#H
(ans xoHTEHHEPOB MONTHMEPHBIX) (T'd POY)
10. BaxTepHaNbHbi¢ IHAOTOKCHHBI TpenensHoe conepxanne He Gonee 0,5 E9/Mn Menee 0,5
(I'® PO*, MecTon A)
11. CTepHIBHOCTB TomkeH GuTh crepwisHbM (TP PO*) CrepHbHBIH
CCpHA BHINYMCHA N0
NApaMeTpaM

12. Mornomenne 8 V®-06nactu OnrHyeckas MIOTHOCTS NPENapara NPH JUIHHE 0,007
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1 2 3
13. Koniuectsenroe onpenenenne:
- CYKUHHATHI Ot 41,4 no 50,6 mMonB/1 (BOXX) 46,5
- MEIIOMHH Ot 40,2 10 49,2 MMonE/n (BIXX) 43,8
- METMMOMHHA HaTPHA CYKUHHAT Or 13,5 1o 16,5 r/n (PacuérHnili MeTon) 14,7
- HaTpui Or 132 1o 162 mmons/n (A3C) 153
- Kanmni Or 3,62 no 4,42 Mmons/n (A3C) 3,95
- Maruui Or 1,13 1o 1,39 Mmons/n (Tutprmertpus) 1,34
- XJIOpHIB! Ot 98 no 120 Mmons/n (THrpuMeTpus) 107
14. Ynakoska ITo 200 umm 400 Mn B Gy ToLTKH CTeK AR TTo 250 mn B KoHTeftHepax
BMCCTHMOCTBIO 250 Hn 500 M, COOTBETCTBEHHO, 13 NEHKH MHOTOCTOHHOH
no HCO, no 200 wau 400 mn B GyTeumks TI0/THONIEhHHOBOH.
CTEKIAHHbIE BMECTHMOCTEIO 250 win 450 M, Ha xorrefinep Meronom
COOTBETCTBEHHO, No HJI, ykynopennsie npoSkamu mpm:r;;m:::mna
3 PEIUHBI, 0GXKAThIE KO/NAYKaMH ANIOMHHHEBbIMH 5 KOHTeHHepoB no 250 M
HITH KOMGHHHPOBAHHBIMH H3 ATIOMHHHS BMCCTE C HHCTPYKLHAMH 1o
TNNACTMAcCH, MEIHUHHCKOMY
Ha 6yThiky Haknensator ITHKETKY NPHMEHEHHIO NIOMEILEHE B
caMoKesILyIocs, TpynnoByio Tapy (oTmyck
Kaxnyio 6yTauiky emecte ¢ HHCTpyKuUHe# o fo ;p:;erny)nﬁ::?;ona
MEXHUHHCKOMY NPHMEHEHHIO MOMEILAIOT B MIAYKy Ko nmes'r":; HHcrpylélmﬂ
H3 kapToHa no 'OCT unm HMnoptHoro. ns N0 MENHLHHCKOMY
KOHTDO/IA EPBOr0 BCKPHITHA KIANAHL! NaYKH NPHMEHEHHIO PaBHO
MOTYT GBITB 3aksieeHs ¢ nBYX CTOPOH ITHKETKaMH KONIHYECTBY NEPBUYHEIX
HITH TEPMOKIeEM. YTNiakOBOK B Ipynnosoi
To 250 wnu 500 ma B KOHTEHHEpBI H3 ITEHKH e
MHOrocnolHoH nonuoneduuoBoi.
Ha xonTeiinep meronom TEPMONEYaTH HAHOCAT
MapKHpPOBKY.
5w 10 xoHTeRAHepoB No 250 au 500 M BMecTe
€ HHCTPYKUHEH 110 MEIHLIHHCKOMY MPHMEHEHHIO
MIOMEINAIOT B FPYTINOBYIO Tapy (OTMycK Mo
PELETITY) M3 KapTOHA rodpHPOBaHHOTO.
32 xoureiinepa no 250 Ma wm 20 KOHTeHHepoB no
500 Mn BMecTe ¢ HHCTPYKUHAMH N0
MEIHUHHCKOMY NMPHMEHEHHIO NOMELIAIOT B
TPYNNOBYIO Tapy (/1A CTALMOHAPOR) H3 KapTOHa
rodpupoarHoro. Konuvecrso HHCTPYKLHHA no
MCIOHLUHHCKOMY NIpHMEHEHHIO paBHO KOJIHYECTBY
MEPBHYHEIX YNAKOBOK B IPyNnoBoH Tape.
Mapxuposka B cootBeTcTBHH ¢ TpeGoBanHAMH HOP TpeGosanus cobmoneHst.
NO001048/01-290319, u3m. Ne 1 Haneceno cpeacrso
HIEHTHHKALMH A8
CHCTEMBI MOHHTOPHHIa
ABHXKEHHA JIEKAPCTBEHHBIX
Npenaparos.

* — IeficTBylomee H3naHHe TocynapcTsenHoi ®apmakonen PoccHACKOR Qenepaiuu

**- nefictBylomee m3nanne Epponetickolt ®apMmakonen
3akmoueHHe: COOTBETCTBYeT TpeGoBanmsam HJI P N001048/01-290319, 13m. Ne 1

Hata Briaauu nacnopra: 09.07.2020

3asemylomuii KAnJI
/Iaqanunﬂc OKK

JMpekTop no kavectny

Cpok ronHocTs 10: 06 2023

Cankr-Nerepdypr
HayuHao-TexHononueckaa
dapMaLEETHHECKAR DUPMa

«MONMVCAH»

Ona gokymenTos
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~#—  A.B. Ckok

A. H. ®énopopa

/. H. Ckopuk
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000 "Hay9HO-TeXHONOIMYECKAR dapmanesmuueckas ¢ompMa "IOJIMCAH"
PA3PENEHME HA PEAJIMBAITMID
or 15.07.2020

[IpenapaT, ¢dopMa BHNYCKa
PEAMEEPYH pacTBOop nnst mudysmiz 1,.5%, 250 mn = KOHTeMHepax

noymmepHEx M5, Pocouiicras $enepanms

Cepusa 1150620
KomuecTBo no xoHTpoMs 6 009 ynx
KomuecTBo nocie KOHTPOJIA 5 987 ynk
N AHanuTMuecKoTro macrnopTa | 616

AHann3 NPOMSBONCTBEHHONM NOKYMEHTALMM
llocke Ha cepui NpPOBEpPEeHO da
Hocre Ha cepuw onoBpeHo Ja

KpumHueckue oOTKIIOHEeHUSA OTCYTCTBYIOT da

Cepua npomaBeneHa ¥ NPOKOHTPOJIMPOBAHA B COOTBETCTBMM C TMueH3MeR
Ha TPOMSBOACTBO JIEKAPCTBEHHHX CPENCTB, TpeBoBaHMIMM
PETMCTPALMOHHOTO HOChE, TPEOOBAHMAMM OPTAHMB3ALMM NPOURBONCTEA U
KOHTPOJIA KAYeCTBa JIEKAPCTBEHHHX CPEeNCTB (mpaBui GMP), a Taxxe
VHEMM TPEeCOBAHMAMM NEMCTBYOUWETO 3aKOHONATEJNbCTEA.

[lponykums paszpemeHa k beanuMsauuu Jda

YHOONHOMOYEHHOS JIMUO

Benymuit mhuxeHep no
KayeCcTBYy CrenaHoma M.C.

(DomKHOCTE ) (moanucs) f (pacumpporka nomnucu)

[lonoxeHme o mmue, orseTcCTBEHHOM 3a BHIIYCK cepuM ( YNoJIHOMOYEeHHOM
JIMie [0 KadecTBY), nara yre. 05.12.2019






