MMem Ha 3aumTe
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® NoJIMCQH

OBLLECTBO C Or PAHUYEHHOW OTBETCTBEHHOCTDIO

«HAYYHO-TEXHONOrUYECKAA ®APMALIEBTUMECKAA ®UPMA «NONUCAH=

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

AnaanTadyecknii nacnopr Ne 111

IIpenapar: PEAMBEPHH?® pacreop ans nadysnii 1,5 %
Cepns: 210120 P N001048/01
dopma BumTycka:  KOHTeHHeps! 250 M x 5 (Tapa KapToHHas1) (OTIYCK [0 PeNenTy)
KommgecTso: 5974 yn.
Jlata n3rotoBnenns: AHBaphb 2020 r.
JlanHble AHAJTH3A
Hoxkazarens TpeGopanna ®CII P N001048/01- Janabie aHAJH3A
290319
1 2 3
1. Omacanue TIpospaynas GecLBETHAY XKHIKOCTD TIpospayHas GecuBETHAS
(BusyansHeii MeTON) AKHIKOCTD
2. IomHHHOCTS:
- AHTapHASA KHC/OTa BpeMena yiepKHBAHHA MHKOB SAHTAPHOH KHCIOTH H COOTBETCTBYIOT
- METTIOMHH METIOMHHA HA XPOMATOTPAMMAX HCMBTYEMOTo
pacTBOpa, TONY4EHHBIX NPH KONHYCCTBCHHOM
ONpeAeneHHH, JO/DKHB COOTBETCTBOBATH BPEMCHAM
YAEPXHBAHHA NHKOB COOTBETCTBYIOUIHX BEIIECTB
Ha XpOMATOrpaMMax pacTeopa cpaeserns (BOXKX)
- HaTpHi Hanmuue  aHANMTHYECKONO0  CHIHana  NpH IIpucyTcTBYeT
KOJIHUECTBEHHOM onpezenenun narpus (ADC)
<l Hanuuse  aHaNMTHYCCKOrO  CHTHAIa  MpH TprcyTcTByeT
KOJHYeCTBEHHOM onpeaenchHuH kamus (A3C)
- XJIOpHABI XapaxrepHad peaKini TlonoxuTenbHas
(Kauecteennas peaxius EQ** 2.3.1, peakuns a)
- Maremi Xapaxrephas peaxipid TMonoxuTensHas
(Kauecrrennas peakups, [® PO¥)
3. IIpo3paynocTs Jomken 6urte npospauHeM (I'® PO*) Ipo3pavHEIf
4. IipeTHOCTD Jomken 6utsb 6ecumeTHRM (I'D PO*) Becupernsili
5.pH Ot 6,0 no 7,0 6,4
(I'® PO*, NOTEHIHOMETPHIECKH)
6. MexaHH9eCKHE BRIIOYCHHA:
- BHAEMBIE MCXaHHIECKHE BKIIOYCHHA Jlo/DkeH COOTBETCTBOBATH TPEGOBAHHAM CooTBETCTBYET

- HeBHIHMEIE MEXaHHIeCkHe BKIIOICHHA

(T'® PO*, pusyansHbiil MeTON)
B 1 M1 cpeaHee Tucno YacThil pasMepoM 10 Mxm 1
Gonce HE NO/DKHO NPEBHINATE 25, & CPEAHEE YHCHO

10 mxM 1 Gonee- 1 B 1

(ansa kOHTeHHEPOB MOTHMEPHBIX)

BonHH 280 HM HE Ao/DkHa Mpepsmuars 0,2

(CnextpodoromeTphs)

qacTHLl pasMepoM 25 MkM H Gonee He NODKHO Mt
npessumats 3 25 mxM H Gonee- 1 B 1
(T'® PO*, meton 1) MJI
7. Usenexaemuiit 00bEM He menee HoMHHANEHOTO (D PO*) 270
8. OCMONAIBHOCTH ot 284 no 347 MOcM/kr 313
(T'® PO*, xpHOCKOTIHIECKHIA)
9. AHOMaNLHAA TOKCHIHOCTD JlomkeH 6HTH HETOKCHIHBIM HeTokcHHBIH
(ana KoHTeHEPOB NONHMEPHBIX) T PO¥)
10. BakTepHANTLHEE SHAOTOKCHHB TpenentHoe conepxasnne He Gonee 0,5 ED/mn Mexee 0,5
(T'® PO*, meTon A)
11. CTepHIBHOCTS JTomxen 6urs crepwibHEM (I'D PO*) CrepunbHbii
CepHA BHITYIIEHA N0
napaMeTpaM
12. ITornomense B Y®-061acT Onruueckas IUIOTHOCTE NMpenapara MpH JUHHE 0,008
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13. KonnuecTeeHHoe onpeaeneHue:
= CYKITMHATHI Ot 41,4 5o 50,6 mmoms/n (BIXX) 449
- METDIOMHH Ot 40,2 1o 49,2 Mmmons/n (BIXX) 43,1
- MErIOMHHA HATPHA CYKLIHHAT Or 13,5 po 16,5 r/n (PacuéTHuii MeTon) 14,5
- HaTpHii Ot 132 1o 162 Mmons/n (ABC) 145
- Kanui Ot 3,62 no 4,42 mMoms/n (A3C) 3,99
- Mar{ui Or 1,13 no 1,39 mmons/n (THTpEMETPHA) 1,29
= XJIOPHIBI Or 98 no 120 Mmons/n (THTpAMeTpHA) 108
14. Ynakobka ITo 200 wnn 400 M B GyTRUIKH CTCKNAHHEIE Tlio 250 mn B koHTeHHEpax
BMECTHMOCTEI0 250 unn 500 M, cootBeTcTBeHHO, | W3 TUIEHKH MHOTOCIOAHOM
no HCO, no 200 wm 400 ma B GyTaunku JHan:on:;J;:?e:H::::mu
CTEK/IAHHEIE BMECTHMOCTBIO 250 Wi 450 M, B
COOTBETCTBEHHO, M0 HJI, ykynopennzie npoGxamu MapKHpOBKa.
H3 PESHHLI, OGKATEIC KOJMAKAMH ATOMHHHEBEIMA | § KOHTEHHEPOB N0 250 MA
HITH KOMOHHHPOBAHHBIMH H3 AMIOMHHHSA H BMECTE ¢ HHCTPYKLHAMH [0
TTaCTMACCHI. MCIHLHHCKOMY
Ha GyTBUIKY HakIeHBaioT ITHKeTKY TMPHMEHCHHIO NOMELICHR B
CaMOKIESIIYIOCA. TPymmoByIo Tapy (oTmyck
Kaxyio GyTsuiky BMecTe ¢ HECTpyKuUHEH 1O . ﬁemmm
MEHIHHCKOMY NIPHMEHEHHIO IOMEIAIOT B NaTKy | nmm Hmym
13 kaproHa no I'OCT wix uMnoprHoro. s 110 METHLMHCKOMY
KOHTPOJIA [IEPBOr0 BCKPHITHA K/ANaHsl MaykH NPHMEHEHHIO PABHO
MOTYT OBITE 3aK/ICCHBI C ABYX CTOPOH ITHKETKAMH KONHYCCTBY NEPBHYHbIX
HJIH TEPMOKJIEEM, YNAKOBOK B IPyNnoBo#
TTo 250 i 500 M B KOHTeHHEPS H3 MNEHKH Tpe
MHorocnoiHOH nomoneguHosoi.
Ha xonTeltHep MeTONOM TepMONedaTH HAHOCAT
MapKHpOBKY.
5 wm 10 xoxTefitepos no 250 wi 500 Ma BMecTe
€ HHCTPYKUHEH N0 MEAMIMHCKOMY TPHMEHEHHIO
MOMEILAIOT B IPYNMOBYIO Tapy (OTmyck no
PelenTy) U3 KapTOHa rogPHPOBAHHOTO.
32 xonTeitnepa no 250 Ma Wi 20 KoHTeHRHEPOB N0
500 Mn BMeCTE ¢ HHCTPYKUHMAMH 10
MEJHLMHCKOMY NMPHMEHEHHIO NOMEIIAIOT B
TPYNIIOBYIO Tapy (AJIA CTALHOHAPOB) H3 KAPTOHA
ropuposanHoro. KonHuecrso HHCTpyKuHit no
METHIHHCKOMY MPHMEHCHHIO PABHO KONHYECTBY
NEPBHYHBIX YNIAKOBOK B FPYImOBOH Tape.
Mapxuposka B coorsercrBun ¢ TpeGorannamu OCII P Tpeboratna cobmonenn
N001048/01-290319

* — neficteytomee i3nanue ocysapcTeenHol dapmakone Poccriickol Penepamu
**- neiicteylomee m3nanue Esponetickoii dapmaxonen
3akmouenne: cooTBeTCTBYET TpeGoBannaM OCIT P N001048/01-290319

Jara Bbiaun macnopra: 11.02.2020

3aBenyrommit KAnJI
Havamsank OKK

HHpekTop no kasecTny

Cpok rogsocTtH no: 01 2023

CankT-Netepbypr 3
HayuHO-TeXHONOMISACKAE—
hapmMauesTUHeCKaR rpma

«MONUCAH»
ANA QOKyMeHToa
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PASPEINEHME HA PEAJIM3AIMI
or 21.02.2020

[lpenapaT, ¢opMa BHIOYCKa

PEAMBEPHH pacTeop ana mHbdysmir 1,5%, 250 mn B xouHTenHepax
nonumepHux M5, Poccumcxas denepanms

Cepusn 210120
KonmuuecTBO OO KOHTpOJSA 5 974 ynx
KonmuecTBO MOCJEe KOHTPOJA 5 852 ynk
N AnanmmMTUYECKOTIO NaclopTa 111

AHANMS OPOMBBOACTBEHHON NOKYMEHTAaIMK
IJocbe Ha CepMio NPOBEPEHOo Ia
Jlocbe Ha cepun onoBpeHo Ha

KpuTuueckue OTKIIOHEHUS OTCYTCTBYIOT Ja

Cepusa npousseleHa M IPOKOHTPOJMPOBAHA B COOTBETCTEMM C JIMLUEH3IMeHR
Ha NOPOM3BOILCTBO JIeKAapPCTBEeHHHX CpencTs, ‘I‘peGOBaHMHMM
PeTUCTPAaUMOHHOTO OOChbe, TpeboBaHMAMM OPIaHM3alMM NPOM3BONCTBA M
KOHTPOJIA KayecTBa JIeKapCTBEHHEIX cpelCTB (npasmumn GMP), a Takxe
MHEMKM TpefoBaHMAMM HNeMCTBYKOUEero 3akKoHoIaTellbCTRAa.

Ia

llpooyruMA paspelleHa K peanusaunn

YTIOITHOMOYEHHOE JIMLIO [//

Benymmii MHXeHep MO
KadeCcTBY J Crenanoea M.C.
(DoMXHOCTE ) Meannret ) (pacmmppoBKa NOLNMCH)

llonoxeHue © JMUe, OTBETCTBEHHOM 3a BHIYCK cepuM ( YIONHOMOUEHHOM
JMie no kKadecTBY), mara yrts. 05.12.2019







