WUHTennexT Ha 3awure
3aopobBbAa

® NOJINCQH

OBLWWECTBO C OFPAHMMEHHOW OTBETCTBEHHOCTbIO

«HAYYHO-TEXHONOTHYECKAA ®APMAUEBTUYECKAA GUPMA «NONUCAH~»

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

AnajHTHYeckniH nacnopt Ne 180

IIpenapar:

Cepas: 350220
®opMa BEITYCKa:
Konuuecrso: 3009 yn.

Jara H3roTornenna: ¢espams 2020 r.

PEAMBEPHH?® pactsop ans madysnii 1,5 %

JaHHBIE aHAJIH3A

P N001048/01

koHTe#Hepn 500 Mx x 5 (Tapa kapToHHas) (OTIyCK 1O penenTy)

Ioxaszateas

JlaHHALIC aHAIH3A

Tpebosanna HII P N001048/01-290319
2

3

- HCBHIHMbIC MEXaHHIECCKHE BKIIOYEHHA

(T'® PO*, paayansusiit MeTon)

B 1 Mn cpeaxee YHCAO 4acTHI pasMepoM 10 MxM
Gonee He JO/DKHO MPEBHILATS 25, a CpeaHee THCIO

1. Omicanne Tpospaunas GecLBeTHAR XMHAKOCTE TpospauHas GecuperHas
(BisyansHeiit MeTOX) KHIKOCTL
2. TTonMHHEBOCTS:
- AHTapHad KHCJIOTa BpemeHa yaepxHBaHHS THKOB AHTAPHON KMCIIOTH H CootBercTBYIOT
- METTIOMHH METMOMHHA Ha XpOMATOIPaMMaxX HCALITYEMOIO
pacTRopa, NONYYCHHBIX MPH KOJHYECCTBCHHOM
ONpENEACHHH, JODKHE COOTBCTCTBOBATE BPEMEHAM
YACPXHBAHHA ITHKOB COOTBETCTBYIOIMX BELICCTR
Ha XpOMaTorpaMMax pacTsopa cpaBHenHa (B3XKX)
- HaTpHit Hanuume  aHaNMTHYECKOTO  CHIHANA  NpH TprcyTcTByer
KO/IHYCCTBCHHOM ONpEACcHHH Hatpus (ADC)
Jp—— Hanwdke  aHanMTHYECKOTO  CHrHANA  OpH TIpuacyTeTByeT
KONTHYECTBEHHOM ONpEC/ICHHH Kanns (A3C)
- XJIOpHIH XapaxTrepHasn peakuus TNonoxurensHas
(Kauecrsennas peakipis EQ** 2.3.1, peaxipis a)
- Marsmi Xapaxrepras peaxiin TonoxkuTeMmHad
(Kauecreennas peakums, @ PO*)
3. MpospaurocTs Homxen OuITh npo3paunbiM (TP PO*) TIpo3pagnmit
4. LiseTHOCTS Jomken 6uTh GecpeTHRM (T'® PO*) BecuserHbiii
5.pH Ot 6,0 10 7,0 6.4
(I'® PO*, noTCHIHOMETPHIECKH)
6. MexanHaeckne BXDOYCHHA:
- BHIMMBIC MEXaHHIECKHE BIIIOYCHHA Jlo/mKeH cOOTBETCTBOBATE TPEOOBAHHAM CooTseTcTByeTt

10 MxM 1 Gonee - 1B 1

(ana xoHTeHHEPOB NONMHMEPHBIX)

BOMHH 280 HM He no/DKHa npesumats 0,2

(CnextpodoTomeTpus)

9acTHL pasMepoM 25 MkM H (ojiee HE NO/DKHO N
Apessimars 25mMxmMmnGonee-181
(I'd PD*, meTon 1) L
7. HapnexaeMulit 00bEM He Menee Homunanmssoro (T'® PO*) 540
8. OcMonAIBHOCTL ot 284 no 347 MmOcw/kr 314
(I'® PO*, xpHOCKOMMIECKHIH)
9. AHOMANbHAA TOKCHIHOCTD JomxeH OHTh HETOKCHIHEIM HerokcHaugii
(s xOHTeHHEPOB NONHMEPHEIX) T'® Pd*)
10. BakTepHanbHEE HAOTOKCHHE IpenencHoe conepxanue ne Gonee 0,5 ED/mn Menee 0,5
(T'd PO*, MmeTon A)
11. CrepunsHOCTS Homxen 6urth crepubasm (TO PO*) CrepuisHmiii
CepHA BHITYIICHA NI0
NapaMeTpaM
12. Mornomenue B V®-obnactu OnTH4eckas IIOTHOCTE NPENApaTa pH JUTHHE 0,008
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13. KonrecTseHHOE ONpeaeieHne:
- CYKIMHATHI Ot 41,4 no 50,6 Mmoo/ (BIXKX) 46,2
- METTIIOMHH Ot 40,2 10 49,2 MmMons/a (BIXX) 450
- MEIIOMHHA HATPHA CYKLIHHAT Or 13,5 1o 16,5 r/n (PacuéTHbIll MeTOX) 15,1
- HaTpHi Or 132 no 162 mmons/n (AIC) 149
- KaHi Ot 3,62 no 4,42 mmons/11 (A3C) 4,03
- Maramit Ot 1,13 no 1,39 mmons/n (TuTpHMETPHA) 1,29
= XJIOpHIH Ot 98 1o 120 mmons/n (THTpEMETPHA) 108
14. Ynaxopxa Mo 200 wnu 400 Ma B GyTHUIKH CTEKNAHHEIE Mo 500 mx B xoHTeHHepax
BMCCTHMOCTHIO 250 ikt 500 M, COOTBETCTBEHHO, | M3 TUIEHKH MEOTOCTOHHOM
no HCO, no 200 rwm 400 mn B GyTsuIKH no/HoeHHOBOH.
CTCK/IAHHBIE BMECTHMOCTEIO 250 1 450 mn, Ha xoameiinep MCTOAOM
cooTBETCTBEHHO, N0 HJI, yXynopeHnsie npoGkamMu RPM(:;;‘I;I‘:O:::WCHB
H3 PE3HHH, OGKATHIE KO/NAUKAMH ATIOMHHHEBBIMH | 5 xoxTeftHepoB no 500 ma
WIH KOMOHHHPOBAHHEIMH W3 AMIOMHHHA H BMECTE C HECTPYKIMAMH 110
TIACTMACcCHL MEJHIHHCKOMY
Ha 6yThiIKy HaKNEHBAIOT STHKETKY NPHMEHEHHIO NOMEUICH B
CAMOKIEAIITYIOCH. TpYMNoBYio Tapy (oTmyck
Kaxayio GyTRUIKY BMECTE C HHCTpYKiHe# no e ﬁ:ﬁ;ﬁ:ﬂm
MEIHLUMHCKOMY MPHMEHCHHIO MOMEINAIOT B MAYKy o ——1
u3 kaproHa no F'OCT wm HMnoprHoro. Jins 110 MEIALIHHCKOMY
KOHTPONA NMEPBOT0 BCKPHTHA KIANaHb! NaTkH NPHMEHEHHIO PaBHO
MOryT ObITB 3aKICCHBI ¢ IBYX CTOPOH ITHKCTKaMH KOJIMYECTBY NMEPBHIHBIX
HITH TEPMOKIIEEM. YNaKoBOK B FPYNMNOBOH
o 250 wnu 500 M B KOHTCHHEPH! H3 MIECHKH e
MHOTOC/OHHOM nomonedHHOBON.
Ha xoHTelHep METOIOM TEPMOTICIATH HAHOCAT
MapKHPOBKY.
5w 10 xorteinepos no 250 wim 500 Mn BMecTe
C HHCTPYKIHEH 1O MEIHIHHCKOMY ITPHMEHEHHIO
MOMEINAIOT B FPYTNOBYIO Tapy (OTmyck no
peLenTy) U3 KapToHa ro(pHPOBAHHOTO.
32 konreftnepa no 250 mn wn 20 koHTeHHepoB MO
500 MmN BMecTe C HHCTPYKIHAMH 10
MEIHIMHCKOMY MPAMCHCHHIO NIOMEINAIOT B
rpyNNOBYIO Tapy (A4 CTALHOHAPOB) H3 KAPTOHA
rodpuposanHoro. KonaecTso HHCTpyKumH no
MEIHIMHCKOMY IPHMCHEHHIO PaBHO KONHYECTBY
NEPBHYHBIX YNIAKOBOK B IPYNMOBO#H Tape.
Mapkupoexa B cooteercTBHH ¢ TpeGoanuamu HJI P TpeGoBanua cobmonCHb

* _ neficteylomee m3nanue ocynapcreenHoli dapmakoneu Poccuiickoil Penepaiu

**_ neficreylomee u3nanue Esponelickoit ®apmakones
3axmodenHe: cooTReTcTBYET TpeGopanmmam HJI P N001048/01-290319

Jlara seigaus nacnopta: 03.03.2020
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OO0 "Hay4HO-TexHOJOIMUYeCkas QapMaueBTHYeckas ¢upMa "IIOJMCAH"

PASPENIEHME HA PEAJIM3AIIMD
or 06.03.2020

[lpenapar, ¢opMma BHOycka

PEAMEEPUH pacTBOp mns mubysmi 1,5%, 500 mn B xouTelnepax
nomumepHex B5, Poccuiickas ®emepamms

Cepus 350220
KonuuecTBo o KoHTpoOss 3 009 ynok
KonmuecTBo nocje xoHTpons 2 987 ynk
M AnanuTydyeckoro nacnopra 180

AHaNMM3 NPOMSBONCTBEHHOM NOKYMEHTALMM
focee Ha cepuo NpoBepeHO Ja
llocee Ha cepun omgoBpeHo da

KpuTtuyeckue oOTKIOHEeHMA OTCYTCTBYOT Oa

Cepua npousBeneHa u [IPOKOHTPONMMPOBAaHA B COOTBETCTEMM C JMLEeH3MeH
Ha NOpoM3BOIOCTEO JIeKapCTBEeHHEX cpelcTs, Tpe@oaam&nmw
PeTMCTPAUMOHHOTO nocCbe, TpeBOBaHMAMM OpTraHM3aLIMY NPOM3BOOCTEA M
KOHTPOJIA KadecTBa JIEKAPCTBEHHHX CpelCcTB (npasmn GMP), a raxkxke
MHEMM TpefOBaHMAMU OEeMCTBYIETO SaKOHONATENbCTHRA .

llponyxuus paspemeHa Kk peanuMsaumu da

YIIOJMHOMOYEHHOSe JIMLO

HavanbHuMK oTnena C%Z,/ Kyssmuua E.H.

{DOJXKHOCTR ) (nmomnuce) (pacumbpoBra nommmcmH)

[losioxeHMe © nuie, OTBeTCTBEeHHOM 3a BHIIYCK cepur { YNoJHOMOYeHHOM
Jmue 1o KadecTByY), nara yTe. 05.12.2019
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