WHTennexT Ha 3awmre
3a0poBbA

® NOJIMCOH

OBWECTBO C OTPAHUYEHHON OTBETCTBEHHOCTbIO

«I:IAY"IHO-TEXHOJIOI‘H“IECKAH GAPMALIEBTHYECKAA ®UPMA «MOAIMCAH»

192102, Canxr-Nevepbypr, yn. Canoea, 72, kopn.2, MMT.A,
Ten.: 812 710 8225, daxc: 812 764 6284, e-mail: info®@polysan.ru

AnanaTHveckuii nacnopr Ne 99

IIpenapat: PEAMBEPHH® pactsop ans undysmit 1,5 %
Cepns: 190120 P N001048/01
®opma BHITyCKa: kontelinepn 500 mu x 20 (Tapa kapToHHAas) (4711 CTALMOHAPOB)
Konmaectso: 752 yn.
Jlata H3roToBJICHAA: AHBaph 2020 r.
Jlannbie aHaANH3a
IoxalaTeas TpeGopanna OCII P N001048/01- Jannbie anannsza
290319
1 2 3
1. Omucanne Tlpo3patnas GecupeTHas XHAKOCTh Ipospaunas GecupeTHas
(BusyansHEIH MeToR) MHIKOCTS
2. TloanMHHEOCTS:
- AHTapHAA KHCJIOTA BpeMeHa yaepXXHBAHHA NMHKOB AHTAPHOH KHCIOTH H CooTBeTCTBYIOT
- METJIOMHH MCT/IOMHHA Ha XPOMAaTOTrpamMMax HCIBITYEMOro
PacTBOpa, MONYYEHHBIX NpPH KOJMYECTBEHHOM
Onpeac/ieHHH, J0/DKHL COOTBETCTBOBATE BPEMEHAM
YACPKHBAHHSA MUKOB COOTBETCTBYIOUIMX BEIIECTB
HA XpoMaTrorpaMMax pacTsopa cpasHeHHa (BIXX)
- Hﬂ’l‘Pﬂﬁ Hanwaue AHANTHTHYECKOMno cHrLana MpH Hpucymvyer
KOJNHYCCTBCHHOM OTIpeAicneHHH Hatpua (ADC)
- i Hamuue AHANIHTHYCCKOINo CHrHalna IIpH l'!pncy'vc'mye'r
KOJIHYECTBCHHOM onpeAencHHH kams (A3C)
- XJIOpHAB XapakTepHas peakitns INonoxuTenpHas
(Kavecrnennas peakuua EQ** 2.3.1, peakuus a)
- Maraui Xapuxregmas peaupn IMonoxuTenbHAn
(Kauecrpennas peakuus, I'd PO*)
3. Ipo3pavHOCTD JomxeH 6Tk Mpo3pavHkM (T PO*) Mpospaunniii
4. IpeTHOCTS Homxen Guits GecupersiM (TP PO*) Becupernuiit
5.pH 0r6,0 n07,0 6,4
(I'® PO*, noTeHIHOMETPHIECKH)
6. MexaHHIeCKHE BRIIOUCHHA:
- BHOHMBIC MEXaHHYECKHE BKINOYCHHA Jlomken cOOTBETCTBOBATH TPeGOBAHHAM CootsercTyer

- HCBHIHMBIC¢ MEXaHHYECKHEC BIIIOYCHHA

(T'd PO*, pu3yansHeii MeTOR)
B 1 mx cpeasee uncno qacTHi pasMepoM 10 MxM 1
0Gonee HE NODKHO NMPCBHINATE 25, a CPCAHCE YHCIO

10 Mxm H Gonee - 1 B 1

(@A KoHTEHHEPOB NOJIHMEPHBIX)

BONIHH 280 HM He n0/DxHA npeBbimaTs 0,2

(CnextpodoTometpis)

9acTHL pasMepoM 25 MkM H Oonee He JODKHO A
25mkM HOOnee - 18 1
MpesLIuars 3
(T'® PD*, Meron 1) M
7. M3enexaeMbiit 06bEM He menee Homunansaoro (I'® PO*) 530
8. OCMONUTLHOCTD ot 284 no 347 MOcm/kr 316
(T'® PO*, xprocKOIHIECKHIA)
9. AHOMANBHAA TOKCHIHOCTE JomkeH GHTL HETOKCHIHLIM HeroxcHamniit
(ans xoHTeliHepOB NOMHMEPHEIX) T'D PO*)
10. BaxrepranbHNE HAOTOKCHHE TIpenensHoe conepxanue He Gonee 0,5 E3/mn Meunee 0,5
(T'® PO*, meTon A)
11. CrepuibHoCTB Jomxen 6urrs crepunsunM (T'D PO*) Creprisnbii
CEepHA BLNYIICHA N0
napaMeTpan
12. Nornomenue B Y®-o6nacTu OnTHyecKas [IOTHOCTS NPENApaTa NpH AIHHE 0,004
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13. KonudecTBeHHOE ONpefie/IcHHE:
- CYKIHHATH Or 41,4 no 50,6 mmons/n (BIXX) 459
: - METJIOMHH Ot 40,2 no 49,2 mmons/n (BOXKX) 445
! - METTIOMHHA HaTPHA CYKIIMHAT Or 13,5 no 16,5 r/n (PacuéTHeiit MeTON) 14,9
- HaTpHit Or 132 mo 162 mmons/n (ASC) 146
- Kani Or 3,62 no 4,42 mmoms/n (A3C) 3,98
- Marxuit Or 1,13 no 1,39 mmons/n (TutpuMeTprs) 1,29
- XJIOPHIH Or 98 no 120 mmons/n (TuTpumMeTpns) 109
14. Vmakoexa ITo 200 w1 400 Ma B 6y THUIKH CTEK/LIHHBE o 500 mn B KoHTEelHHEpax
BMecTHMOCTBIO 250 mn 500 M, cooTBeTcTBEHHO, | M3 NIEHKH MHOrocaoHHOH
‘ no HCO, no 200 wm 400 ma B GyThUIKH nonHonepHHOBOR,
CTeK/IAHHLIE BMECTHMOCTBIO 250 wmm 450 mn, Ha xoHTeiinep MeTonoM
cootsercTBeHHO, no HJI, yxynopennsie npoGkaMu TEPMONEYaTH HAHECEHA
H3 PE3HHBL, 00XATHIC KONMAYKAMH AIHOMHHHEBBIMH MapKHpOBKa.
HIH KOMOHHHPOBAHHEIMH H3 AMIOMHHHA H 20 xoHTelHepoB no 500 ma
IIACTMACCH. BMECTE ¢ HHCTPYKLHAMH N0
Ha GYTHUIKY HAK/ICHBAIOT ITHKETKY MERHITHHCROMY
CAMOKI : MPHMEHECHHIO NMOMCIICHH B
° TPYNMOBYIO Tapy (ans
Kaxnyio GyTeUIKY BMECTE ¢ HHCTpYKIHEH o CTALHOHAPOB) H3 KAPTOHA
MEIHLHHCKOMY IIPHMEHEHHIO NIOMEMAIOT B NAYKY rodpHpoBaHHOTO.
13 kaprona no MOCT wm umnoprroro. [ins Konwgectso HucTpy it
KOHTPOJIA NEPBON0 BCKPHTHA KIANAHE MaYKH 1O METHLMHCKOMY
MOTYT GHITE 38KJI€EHH C IBYX CTOPOH ITHKETKAMH NMPHMCHCHHIO PABHO
HIH TEPMOKIICEM. KOJIHYECTBY NMEPBHUHBIX
o 250 unn 500 MA B KOHTEHHEPE! W3 IIEHKH i
MHOrOCIoRHOM nomHoNedHHOBOH. b
Ha xonTeitHep METONOM TEPMONEYATH HAHOCST
MapKHpPOBKY.
5 mm 10 koHTeiHepos no 250 wmu 500 Ma BMecTe
C MHCTPYKLMEH N0 MEIHILHHCKOMY IPHMEHEHHIO
TIOMCILAIOT B IPYIIIOBYIO Tapy (OTIYCK Mo
PELENTY) H3 KAPTOHA rOGPHPOBAHHOIO.
32 xouTefinepa mo 250 M wim 20 xoHTe#HEPOB NO
500 M2 BMECTE ¢ HHCTPYKLIHAMH 110
MEIHIHHCKOMY NPHMCHEHHIO NIOMEIIAIT B
TpYMNOBYIO Tapy (A4 CTAHOHAPOR) H3 KAPTOHA
! rodprposaiHoro. Kommecrso mucTpyxumit no
5 METHUMHCKOMY TPHMCHEHHIO PABHO KOJIHUECTBY
NIEPBHYHBIX YNaKOBOK B IPYNMOBoH Tape.
Mapxuposka B coorsercrenn ¢ TpeGoranmamu OCII P TpeGopanna cobmoneHs

N001048/01-290319

* — neficTeyromee u3nanue I'ocyaapcrsennol dapmakonen Poccriickol Denepaman
** neiicteyromee mnanne Esponetickoii dapmaxonen
3akmoveHne: cooTBeTCTBYeT TpeGoarmam OCI1 P N001048/01-290319

Jara exnayn nacnopra: 17.02.2020

3apenyroupit ‘ CamiT-TeTepbypr .=
- ‘ HavuHO-TEXHONOMMHECKaA -
Hau: OKK har MaLBBTUHECKAR Drpha
o «MONUCAH>»
JIApEKTOp 10 KadecTBy ONA QOXyMeHTOB
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000 "HayuHOo-TexHoOlorudeckass papmaneeTmueckast dmpma "IIOJIMCAH"
PASPEINIEHME HA PEAJIM3AIIVIO
or 26.02.2020

[lpenapaT, ¢opMa BHIyCKa

PEAMEEPUH pacTeop mnst unbysuit 1,5%, 500 Mn B xoHTeMHepax
ODoNMMepHMX, Poccuilickas ®eneparms

Cepusa 190120
KonuyecTBO OO KOHTpPONA 752 ynok
KonmuuecTBO Mnocljie KOHTPOJIA 747 yor
N AHajmuTMUYeCcKOIr'o racrnopra 99

AHanmM3 OPOMSBOACTBEHHOM NOKYMEHTAIDIM
Iocke Ha cepuw NOPOBEPEHO da
Jocee Ha cepubD OHnOBpeHOo Oa

KpuTHueCcKMe OTKIIOHEHMA OTCYTCTBYHT da

Cepm;: npoMszserneHa WM NPOKOHTPOIIMpOBaAHa B COQTBETCTBMM C J'IMB.EHBHef‘I
Ha ITPOMUM3BOLCTBO JIeKapCTBEeHHRX cpelncTsB, TpeGOBaHMHM%
perMcrpalMOHHOT'O OOChe, Tpeﬁosanmzmm OpraHmMs3aluyM NpomM3BOIACTEBA M
KOHTPOJIA KadecCTBa JIeKAPCTBEHHHX CPelcTB (npasuia GMP), a Taxxe
MHBEIMM TpeGOBaHHHMH .IIEI\:XCTBYDU.IGI‘O 3aKoHOoOaATEeNIbCTRBA .

Nponoykuusa paspelieHa K peanMsalumu Ha

YHoNTHOMOYEeHHOS JIMLIO

Benyumit MHXeHep 110
KadecTBY CrenanoBa M.C.

(DomXHOCTE ) (mognucse )ﬂ/ {pacumopoBKa noanMcH)
ks

[lonoxeHue o Julle, OTBETCTBEHHOM 3Za BHNOYCK cepum ( YIOIHOMOYEHHOM
JMue o xKadecTey), gaTa yrB. 05.12.20189







