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AHanHTHYeCKHIH nacnopr Ne 485

ITpenapar: PEMAKCOJI® pacrsop ans HH}y3Hii JICP-009341/09
Cepus: 220519

®opma Brmycka: (GyTsuika) 400 Ma x 1 (nauxa KapTOHHas)

Komugectso: 19913 yn.

Hara wsrotosnenns: mait 2019 r.
JaHHble anannsa

IHoxka3zarean TpeGosanus HJ JICP-009341/09-210817 JlaHHbIe aHA/IH3A
1 2 3
1. Onucanne IIpospaynas Gecupernas XHAKOCTE CO TIpospaunas
cnabbiM XapaKTEpHEIM 3amaxoM ﬁecmma;'l’:“%
(OpranonenTuyecxuit Metox) S
2. NMoanuunoCcTs:
- HaTpH# Hanuune ananutuveckoro curnana NpH IMpucyrcTByer
KO/IMYECTBCHHOM ONpPe/Ie/IeHHH HaTpHS
(A3C)
- Kanmit Hamuune ananwruueckoro carnana IpH Ipucyrcreyer
KOJIMYECTBEHHOM OINpEIe/ICHAN Ka/IHA
(A3C)
- IATApHas KAC/IOTA Bpemena ynepxmpanus muxon SHTapHOH’ CooTeTcTBYIOT
- METTTIOMHH KHCJIOTHI, METTIOMHHA, HHO3HHA,
- HHO3HH HHKOTHHAMHJIa H METHOHHHA Ha
- HHKOTHHAMH XpOMaTorpaMMax HCIILITYEMOTO pacTBOpa,
- METHOHHH NOJIYYEHHBIX IPH KOJIHYECTBEHHOM
OIIPee/ICHHH, JOIDKHEI COOTBETCTBOBATD
BPEMEHaM yJEepPXHUBAHHA ITHKOB

COOTBETCTBYIOMIHX BEMIECTB HA
XpoMaTorpaMMax pacTBOpa CpaBHEHHA (a)

(BIXX)

- XJIOpHIEI XapaxTepHas peakims [MonoxwurensHas
(Kauecrsennas peakuns, Eur.Ph.*, (peaxuus a))

- Maraui TNocne npu6asnenns ammonus xnopuaa ITonoxwurensHas

| pactsopa 10,7 % 1 ammonns kap6onara

i pacTBopa 15,8 % He Gonee yem nérxoe

j TIOMYTHEeHHe; NpH AaibHeHmeM NPHGABICHHH

’ AuHaTpHA ruapodocdata pactsopa 9 % Genbi
KPHCTAUTHYECKHH 0CaZlOK, HepacTBOPHMBIl B
AMMHake pacTBope (KauecTsenHas peakums)

3. Ilpo3paunocts Homken GbITh Mpo3pauHLIM IMpo3paunsni
(T'® XIII, pusyansuuld MeTo)
4. IIBeTHOCTL HomkeH 6bITs GecLBeTHBIM Becnsernnii
(T'® XIIL, su3yansusii meton)
5.pH Or16,0 10 8,0 6,4
(I'd X111, TNOTEHUHOMETPHYECKHH MeTox)
6. MexanuyeckHe BKIOYEHHSA
— BHIHMbBIE MEXaHHYECKHE BKTIOYEHHA Hospken cooTseTcTBOBaTH TpeGOBaHHAM CoorBercTyer
(I'® XIIL, BusyansHeii MeTOx)
— HEBHIHMBIC MEXaHHYECKHE BKITHOYEHHA B 1 mn cpenee uncno wactun pa3Mepom 10 MM u Gonee — 1
10 MxM H Gonee He KO/DKHO MpeBBILATE 25, & B 1M
CpeAHee YHC/IO YaCTHL pasMepoM 25 MKM H 25 MKM H Goee — 1
Gonee He moMKHO NpeBbIAaTs 3 B1Ma

(I'® XII1, meron 1)
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7. U3pnekaeMblif 00BEM, MJI He menee HomuuansHoro (I'® XIII) 405
8. PocTBeHHBIE IPHMECH
— FHIIOKCAHTHH H rYaHO3HH —He 6onee 3,0 % or HOMHHA/IBHOTO 04
cojJepiKaHHA HHO3HHA (B3XX)
— HHKOTHHOBAasA KHUCJIOTa — He 6onee 3,0 % OT HOMHHAILHOTO 0.3
cofepKaHni HUKOTHHaMHzA (BIXX) d
— HeWICHTHOUIHPOBAHHEIE MpEMecH | — CYMMAPHOS CONCPXKAHHE 0.03
HEHJEHTHOHULMPOBAHHBIX NpHMeceH B ’
MPOLICHTaX OT CYMMBI rutomaae# MiKoB
HMKOTHHAMMH/IA, HHO3HHA H METHOHHHA HE
nomxHo npesbiwars 2,0 % (BIXKX)
9. OCcMONIUTLHOCTD Ot 296 no 362 MOcM/Kr 322
(T'® X1ll, kprockomHaeckuil MeTox)
10. BakrepuanbHele 3HAOTOKCHHEI TlpenenbHOE CoNiepXanue He Oonee Megnee 1,9
1,9 ED/mn (I'® XIII, meTon A)
11. CrepuiabHOCTE JlomkeH GHITH CTEPUIILHBEIM CreprIbHBIH
(TP X111, MeToa MemOpaHHOR $UILTpaIHH) cepHA BHITYLIEHA MO
napaMeTpaM
12. KonuuecTBeHHOE ONpeNeIeHAE ot 132 o 162 mmons/n natpus (A3C) 146
ot 3,6 10 4,4 mmonb/n kanua (A9C) 4,0
or 1,13 no 1,39 MMonb/n MarHus 1.25
(THTpHMeTpHA)
ot 98 10 120 MMONIB/ XJIOPHIOB 109
(TuTpHMeTpHA)
or 4,75 no 5,81 r/n C4HsO4 527
(aHTapHo# kucnoTsl) (BIXKX)
ot 7,85 no 9,60 r/n C;H17NOs (MermoMHHa) 8,73
(BIXX)
or 1,80 10 2,20 r/n CioH12N4Os (uHO3HHa) 1,97
(BOXX)
ot 0,225 no 0,275 r/n CsHsN20 0,248
(auxorHHamuza) (BIXKX)
ot 0,675 no 0,825 r/n Cs HUNO2S 0,751
(meTHoHHHa) (BOXX)
13. YnakoBka Tlo 400 mMn B GYTEUIKH CTEKJIAHHBIE BMECTHMOCTBIO mle:mnm R
500 mn aMnopTHeie mo HCO, ykynopeHHbie
NpoGKaMH U3 Pe3HHB HMIOPTHBIMH, H 00XaTHE mmm":
KOJMa4KaMH KOMGHHHPOBAHHBIMH H3 AMOMHHHA H 06KaTLIX KONNAYKAMH
IacTMacchl 0TEYeCTBCHHBIMH HIH HMIIOPTHBIMH. ﬁﬂuﬁmmﬂgum wl;
Ha 6 HAKJIEHBAIOT 3THKETKY
cmomeﬁc? Kaxnyio OyTbUIKY BMECTE © gmm:,_
HHCTpYKLHel N0 MeAHIHHCKOMY MPHMEHCHHIO Kaxaas GyTsinka BMECTE C
MOMEIIAIOT B MAYKy H3 KapTOHA. HHCTpYKLUMEH no
MEHLAHCKOMY
NPHMCHEHHIO MOMCILICHA B
NAYKY H3 KapTOHA.
TpeGosanna HJI x ynakoske
cOOMOACHBI.
14. MapkupoBka CornacHo Tpe6oanmam HI CooTBeTCTBYET

* - feficTBytomiee u3nanue Epponelickoi dapmaxonen
3akmouenne: CoorreTcTByeT TpeGopanuaM HJI JICP-009341/09-210817

Jlata Beytaum nacmopra: 22.05.2019
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JEKJIAPAIIUSA O COOTBETCTBUU

Haumenosearnue opzanuzayuu, npuxseweli 0ekiapayuio 0 COOmeemcmeuu.

Obwecmso c ozpanuyerrol omeemcmeenHocmyuio "Hayuno-mexnonozuveckas papmayeemuveckasn
dupma "IIOJTHCAH" (OO0 "HT@P "ITOJTHCAH")

3apezucmpuposano : Meocpationnas uncnexyus @edepanvroti Hano2060t cayacher Nel5 no
Canxm-Ilemepbypzy OI'PH 1027802736576 om 20.11.2002 ;
Aodpec mecma naxooicoenua: 192102, 2. Canxkm-ITemepbype, yn. Canosa, 0. 72, xop. 2, aum. A. Tenegon:
8(812) 710-82-25

[oeepenroe nuyo: Ckopux C.H., 0osepernnocmy: Ne0332-20 om 29.03.2019

3AABJIET, UTO

nexapcmeennoe cpedcmso. Pemaxcon, pacmeop ona unghysuii 400 mn, Gymeuxu (1), nayku xapmounvie, cepus
220519, xonuvecmeo 19913 ynaxoeok, zoden 0o 01.05.2024, npouseodcmea OO0 "HI®D "IIOJTHCAH",
192102, 2. Canxm-Ilemep6ype, ya. Canoea, 0. 72, kopn. 2, aum.A, Poeccua, koo OKII[] 2 OK 034-2014 (KIIEC

2008) 21.20.10.114, xod TH B3] 3004 90 000 2, anarumuueckuii nacnopm Ne485 om 22.05.2019 OO0 "HT @D ’
"ITOJIHCAH"

COOTBETCTBYET TPEBOBAHIsIM
JICP-009341/09-210817

JNEKJIAPAIIMA IIPUHATA HA OCHOBAHHH
peaucmpayuonnoe ydocmosepenue JICP-009341/09 om 19.11.2009 (dama 3amenwr 21.08.2017) ewidano

Munsopasom Poccuu, cepmugpuxam coomeemcmeun Ne POCC RU.HC11.K01277 om 23.08.2018, cpox Oeticmeus ’
do 23.08.2021, ewidan Opzanom no cepmugpuxayuu cucmem menedxcmesma BHHHC-CEPT AO "BHHHC"
(RA.RU.13HC11), ananumuuecxuii nacnopm Ne485 om 22.05.2019 000 "HT@® "IIO/IHCAH"

IOATA IIPUHATHA AEKJIAPAIINA 27.05.2019

Cxopux C.H.
®.H1.0

OPT'AH IIO CEPTHO®UKAIINH, 3APETICTPHPOBABIIHN JEKJIAPAITAIO

Pezucmpayuonnwii nomep POCC RU.0001.11PMO03 Opzan no cepmupurayuu npodykyuu 000
«Oxpyoicroti yewmp cepmugpuxayuu Cesepo-3anaoy, adpec : 194156, Poccus, 20po0 Canxm-Ilemepbype,
Ceemnanosckuii np., 0.2, oguc 413, ogpuc 503, ogpuc 505, men/ghaxc: (812) 380-06-34.

é Porauesa E.I'.

NIOJTMHUCH Pykosoaurens opraHa

|
|







