UHTennexT Ha saumTe
3A0pPOBLA

® NONIMCQH

OBLECTBO C OFPAHMYEHHOW OTBETCTBEHHOCTBIO
«HAYYHO-TEXHOIOTMYECKAA ®APMALEBTHYECKAA OMPMA «NONUCAH»
192102, Canxr-Nerepbypr, yn. Canosa, 72, xopn.2, amuT.A,

Ten.: 812 710 8225, danc: 812 764 6284, e-mail: info@polysan.ru

AnanuTH4ecknii nacnopr Ne 77

Ipenapar: PEMAKCOJI® pacreop ans nady3nii
Cepus: 20120 JICP-009341/09
®opma Bemycka:  (GyTeuika) 400 Mn x 1 (nauka kapToHHas)
Komgectso: 19912 yn.
Jlara m3rorornenus: supaps 2020 r.
JlanHbIe aHAJH3A
HoxazaTens TpeGosanns HJI JICP-009341/09- JaHHbI¢ aHANH3A
210817, m3m. Ne 1
1 2 - 3
1. Onucanne ITpo3paunas GecupeTHAs KHAKOCTH CO Tpospaunas
ca0BIM XapaKTepHBIM 3aI1axoM GecupeTias XRIKOCTS
(OprasonenTaaeckntt MeTon) CO CnabLM
XapaKTepHBIM 3alaX0M
2. IopmmaHOCTS:
- HaTpuit Hanmwyne ananHTHYECKOrO CHrHANA IIpH [IpucyTcTBYyeT
KOJTHIECTBEHHOM ONPE/IC/ICHAH HaTpHus
(A3C) ,
- KauHii Hamiume ananuTHYeCKOro CHrHaNA NpH TIpucyTcTBYeT
KOJIHYECTBEHHOM OIPE/IC/ICHHH KATHA
(A3C)
- chenors, wermsonn, mos | CoomereTayor
- METMIOMHH ’ S BEIOSHER,
R HAKOTHHAMH/Ia H MCTHOHHHA Ha
- HEKOTHHAME] XpOMAaTOrpaMMax HCIIEITYEMOTO PacTBopa,
e — NOMTy9CHHHBIX NPH KOJHIECTBEHHOM
OIIpe/IeICHHH, JOJDKHEI COOTBETCTBOBATE
BpEMCHaAM yJepKHBaHHA IHKOB
COOTBETCTBYIOIIHX BEIECTB HA
XpOMaTorpaMMax pacTBopa CpaBHEHHA (a)
(BIXX)
- XJIOpHIR XapakTepHad peakius INonoxwrensaas
(Kavectsennas peakmus, Eur.Ph.*, (peaxips a)
- MarHHi Tocne npubasieHHs aMMOHHA XJIOPHAA ) Monoxmrensaas
pactsopa 10,7 % 1 ammoHns KapGoHaTa
pactBopa 15,8 % He Gonee yeM nérkoe
TIOMYTHEHHE; NPH JaibHeiilneM NpHOaBieHHH
MHATpHA rHapodocdara pacteopa 9 % Genbrii
KPHCTA/UTHYECKHH 0Ca/lOK, HEPacTBOPHMBIi B
amMMHake pacTBope (KauecTBeHBad peakipus)
3. IpospauHocTs HomkeH ObITh Npo3payHEIM Tpospaqnsrii
(I'® X111, susyansusit meTon)
4, IIseTHOCTH Jloipxen OBITE GecLBETHRIM BecuseTrHbI
(I'® X111, pusyansueii MeTON)
5.pH Ot 6,0 1o 8,0 6,3
(T'® XTII, noTeHIHOMETPHYECKHH MeTON)
6. Mexanngeckne BKIIOYEHHS
— BHIMMBIE MEXAHHYECKHE BKTIOYEHHS JloipkeH cOOTBETCTBOBATE TPeGOBAHHAM CooTBeTcTBYeT

— HEBHIHMBIC MCXAHHYCCKHE BKIIOYCHHA

(I'® XTI, BusyansHBIH MeTO)

B 1 Ma cpeHee YHCIIO 9aCTHIL pa3MepoOM
10 Mrm 1 Gonee He OJDKHO MPEBHIMNATE 25, a
CpeHee THCIIO 9aCTHIL pasMepoM 25 MxM | Goee
He I0JDKHO npepnimats 3 (I'® X111, metox 1)

10 MmxM u Gonee — 18 1 Ma
25mMxM H Gonee— 18 1 M
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7. U3BnexkaeMeii o0bEM, MII He menee Homunanstoro (T'® XIII) 405
8. PoncTeeHHBIC IPHMECH: -
- THIIOKCAHTHH H I'yaHO3HH — He 6onee 3,0 % oT HOMHHATILHOTO 0,4
colepxaHui HHO3HHA (BIXX)
— HHKOTHHOBAaA KHCJIOTA — He Gonee 3,0 % oT HOMMHaNBHOIO 0,3
coiepKaHHA HHKOTHHaMHJa (BIXX)
- HeHICHTHQHIIHpYEMBIE TPHMECH — CymmapHoe cofiep)xaHHe ‘ 0.6
HeUIeHTHHLMPOBAHHEIX pUMeceii B ’
MPOLIEHTAX OT CYMMBI TUTOmMAneH MUKoB
HHKOTHHaMHa, HHO3HHA H MCTHOHHHA HC
JOJDXHO npeRbmath 2,0 % (BIXKX)
9. OcMOIBHOCTD Ot 296 no 362 MOcM/kT 325
(I'® XIII, xpHOCKONHIECKHH MeTOx)
10. bakTrepHanTbHEIE 3HAOTOKCHHEI IIpenensHoe conepxanue He Gonee Mesnee 1,9
1,9 EQ/Mu (IT® XIII, meTon A)
11. CreprinbHOCTE JomkeH OHTH CTEPHILHBIM CrepunbHBIH
(T'® XIII, meTon MeMGpanHOit GHIBTPALIAH) CepHs BHITYIIEHA N0
napaMeTpam
12. KonugecTBeHHOE ONpeZieiCHAE ot 132 50 162 MMoB/1 HaTphA (ASC) 140
ot 3,6 1o 4,4 MMONE/N KaNHA (A3C) 39
ot 1,13 1o 1,39 MMons/n MarHus (THTPHMETPHS) 1,26
ot 98 1o 120 mmons/n xn0pua0B (THTPHMETPHA) 109
ot 4,75 no 5,81 r/n C4HsO4 (aHTapHOMH KHCIOTH) (BIXX) 525
ot 7,85 no 9,60 r/n C7H17NOs (MermomuHa) (BIXKX) 8,69
ot 1,80 x0 2,20 r/n CioH12N4Os (nH03HHa) (BIXX) 1,98
ot 0,225 no 0,275 r/n CéHgN20 (HuxoTHHAMHKIA) (BINCX) 0,248
ot 0,675 no 0,825 r/n Cs HuNO:S (MeTHOHHHA) (BOXX) 0,743
Tlo 400 M7 B GYTEUIKH CTEK/IHHEIC BMECTHMOCTBIO 500 M1 O ITo 400 mn B GyTeinKax
13. Ynaxoska HCO, yxynoperHsie npobkamy 13 pesnns no HOO, o6xarse CTEXNAHHLIX BMECTHMOCTBIO
KO/MAYKAMH KOMGHHHPOBAHHLIMH H3 AMOMHHHA H TUIACTMACCH 500 Mn, YKyNOPEHHBIX
no F'OCT wan HCO. NpoOKAMH H3 PE3HHBI H
Ha GyTaUIKy HAK/ICHBAIOT ITHKETKY caMokiesmytocs no OCT O0XATEIX KONNAYKAMH
HIH EMNopTHY10. Kaxuayio GyTeKy BMeCTE ¢ HHCTPYKUBCH no KOMOHHHPOBAHHBIMH H3
MCIHLMHCKOMY NMPHMCHCHHMIO NOMCINAIOT B NAYKY H3 KAPTOHA, AMOMHHHA H NMNACTMAcCCH.
HA KOTOPOH IOy CKacTCH HAHCCCHHE ITHKCTKH KOHTPOJIA Ha 6yTsUIKy HaKnecHa
TICPBONO BCKPLITHA. ITHKETKA CAMOK/IECAMAIC.
INauxH NOMEMAIOT B IPYNNOBYIO TApY. Kaoxnas GyThUIKa BMECTE C
HHCTpYKIpacH no
MEHLMHCKOMY
NPHMEHEHHIO NOMCIEHA B
NAYKY H3 KAPTOHA.
Tpe6oparma H/I x ynaxo
cOOMONCHEL
14. Mapmponxa Cornacro TpeGosannam HJI JICP-009341/09-210817, ism. Ne 1 | Cooteerceyet TpeSosanman

* - neficTeyromee H3gaHue Epponetickoii dapMakoneH

3axmovenne: cooTBeTcTBYyeT TpeGoBanuaM HJI JICP-009341/09-210817, u3M. Ne 1

Jara seinaun nacnopra: 04.02.2020
3asemyrommii KAnJl
Hagamsauk OKK

JIapeKTop Mo KadecTBy

Cpok rogaoct no: 01 2025

apmauesTvieckan dupma
«MONMNCAHD»
Ans fokymenTos
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000 "HaywHo-Texnonoruveckass dapmanemrTmueckass buprea "IOJACAH™
PASBPEINEHME HA PEAJIM3AIMIO
or 12.02.2020

[lpenapar, dopMa BHOyCKa

PEMAKCONl pacTeop anst mubyswi, 400 Mi, Poccuiickass ®enepanms

Cepus 20120
KomnmyecTBO o KOHTpONH 19 912 ymk
KonmmuecTBo noclie KoHTpons 19 824 ynk
B AHamuTHMYecKoI'o macrnopTa 77

AHanMS OPOMSBONCTBEHHOW INOKYMEHTAIMM
flocbe Ha cepMO NPOBEPEHO da
Jocke Ha cepuw omoEpeHo da

KprTuueckue OTKIICHEHUS OTCYTCTBYOT Oa

Cepusa npoMsBeneHa M NPOKOHTPOIMPOBAHA B COOTBETCTBMM C JIMLIEHS3MUe
Ha NPOM3BOACTBO JIEKAPCTBEHHHX CPeNCcTB, TpeboBaHMaMM
PEeTMUCTPaUMOHHOT'O HOChke, TpeboBaHMAMM OPraHM3alUMM NPOU3BONCTBA M
KOHTpOJIA KadeCTBa JISKAPCTBEHHHX cpencTR (npasun GMP), a Takxe
MHEIMM TPeOOBaHMAMM OEeNCTBYDWETO 3aKoHONATebCTBA.

lponykruusa paspemeHa K peanv3aluu ha

YIOIHOMCUYEeHHOe JIMLIO

Benyumii MHXeHep no

KadecTBY Crenarora M.C.

(OOJTXHOCTL ) {nnonnuce) (pacmppoBra nonnmcu)

lonokeHue o sMLUe, OTBETCTBEHHOM 3a BHOYCK CepuM ( YNOMHOMOYeHHOM
JMUe 0o KadecTBY), mara yrs. 05.12.2019







