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CTIC-KO-14-0017-05

B 4 Ctp.2 u33
Ne [TapamMeTpbI KOHTPOJIS MeTtoabi Kpurepun npuemjieMmocTH
n/n }
1 [Tpumenenue JlpoTaBeprH, pacTBOP [UIsl HHBEK-
it 20 Mr/min
JlpoTaBepruHa rHIPOXJIOPHI, Tad-
netku 40 Mr
2 AHalM3upyemble MoKa3aTean
Ka4yecTBa:
2.1 Omnucanue (CBONCTBA) Busyanbubli, Kpucramnuueckuii  mopomok ot

2.2 TlognuHHOCTH (MOEHTH(HKA-
1Hst)

2.3 IIpozpauHOCTh pacTBOpa

2.4 lIBeTHOCTH pacTBOpa

2.5 pH

2.6 ConyTcTBYyIOIINE TPUMECH:
- mo0ast MpUMech

- CymMMa IIpUMecen

2.7 Tsxenble METAITIBI

2.8 DraHon

2.9 Bona

2.10 Cynbartnas 30ma

2.11 OcTraTo4yHbIE KOJTMYECTBA
OpraHNYeCKHUX PacTBOPUTENEH:
- TOJTyOI

2.12 KonuuecTBeHHOE OTIpeesne-
HUE

2.13 TluporenHocTth

2.14 Muxpobuosornyeckas duc-
TOTA:

- i cTepriibHbIX JIC:

- obmee koau4ecTBO a’poOoB
(OKA) u of1iee KOJTHYECTBO TPH-
60B/(OKI") cymmapHo;

['®PBIc. 21;5.11

I'®PBIL 2.2.14

A. UK-cnektp, '® PB 11,
2.2.24

B. Y®-cnextpodoTomerpus,

['®PBII 2.2.25

C. KauecTBeHHast peakius
D. Peakuus (a) Ha XJIOPHUIBL,

I'®PBIL 2.3.1
I['®PBIL2.2.1

I'@PBIL 2.2.2, Merox II

[®PBIL 223
I'® PBIL 2.2.29

I'd PB1I, 2.4.8, meTon C
I'®PBII, 2.4.24
I'dPBII,2.5.12
I®PHIIL 24.14
I'®PBII, 2.4.24,2.2.28

v

TH;[pHMeTpHH

I'©PBIL2.6.8
['®PBIL 2.6.12,2.6.13

CBETJIO-XKEITOTO JO 3€JIEeHOBATo-
XKEJTOro LBeTa. YMEPEeHHO pacTBO-
puM B BoOJIe, pacTBopuM B 96 %
CITHPTE, JIETKOPACTBOPUM B XJIOPO-
bopwme.

Temmeparypa riaBaeHHs: OT

205 °C mo 215 °C (6e3 mpexaBapu-
TEJNILHOTO TIOJCYIIUBAHU) C pas-
JIOXKEHHUEM.

[TonoxxutenpHa

[TonoxurtensHa

[TonoxurtensHa
[TonoxurenbHa

PactBop nosmkeH ObITH mpo3pau-
HBIM

Oxkpacka pacTBOpa JOJKHA OBITH
He uaTeHcuBHee dTanoHa GY(3K)y
u unteHcuBHee 3tasiona GY (3XK)s
Ot 3,5 1m05,5

He 6omee 0,5 %

He 6oiee 1,0 %

He 6onee 0,002 % (20 ppm)
He 6oitee 5,0 %

He 6oinee 3,0 %

He 6omee 0,1 %

I'®PEII 5.4

He 6omee 890 ppm

He menee 98,0 % u He Oonee

101,0 % B mepecyere Ha Oe3BoaHOE
¥ CBOOOJHOE OT 3TaHOJIA BEIIECTBO
JlomxeH OBITh aUPOreHHBIM
[®PBEILS5.1.4

He 6oee 10> KOE/r
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Al Ko
rJi Crnenu@uKkanusa Ha HEXOAHOE CbIpbe

CIIC-KO-14-0017-05

_3K3eMnnﬂp Ctp.3 u33
Ne [MapameTpbl KOHTPOJISI MeToabt Kpurtepun npuemiiemMocTH
n/n
- rpaMoTpHLIATEIBHBIX OaKTepHil,
TOJIEPAHTHBIX K KeJTYH, TUO0 Oax-
Tepuii ceMencTBa
Enterobacteriaceae; OtcyTctBue B 1 T
- Pseudomonas aeruginosa; OtcyrctBHEe B 1 T
- Staphylococcus aureus. OtcytctBue B 1 1
- Jutst HecTepuabHBIX JIC:
- o0111ee KOJTUYECTBO a3po00B
(OKA); 10° KOE/r
- o0111ee KOJMYECTBO TPHOOB
(OKI'); 10 KOE/r
- Escherichia coli. OtcyrcTBUEe B 1 T
3 OTt6op mpobd B coOTBETCTBUM CO CTaHAAPTHOMN
OTIepariiOHHOH MpoLeypo:
COII-KO-12-024,
COIT-KO-14-057
4 OO0BeM KOHTPOJIBLHON MPOOEI AJL: 30,0 r MBJI: 31,0 r
5 VYcnoBus XpaHeHHS B 3ammieHHoM OT CBETa M BJIaru
MecTe, TIPU TeMIIepaType HE BBILIE
23 °C
6 Cpok roJIHOCTH 5 net
7 VYnakoBka JIBOITHOM MOJIMATUIICHOBBIN MAKeT,
MOMeIIeHHBIN B GUOpoBHIH ODapa-
Oan
8 M3rotoBuTesn Zhejiang Apeloa Kangyu Pharma-
ceutical Co. Ltd., Kurai
9 Kon 120107 — nnst TabneTok

120051 — mu1s pacTBOPOB VISt HHB-
CKIMH





