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CreundnKanus na HCX0OHO0e ChIpbE ny CIIC-KO-14-0017-05
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Jlata BeesieHNA C: BBoauTes B3aMeH HeiicteyeT n0: 6/0 [prunna: Yucno pabounx
« ﬁ» _09_ 2016 r. CIIC-KO-14-0017-04 aKTyanu3auus | 9K3eMgpos 2
or 25.01.2016T,

JPOTABEPHUHA I'MAPOXJIOPU/L

HJI PB 0904C-2015, n3m. Ne 1

Cocrasui

Cornacosanan

Yreepaui

JonxuocTs: xumuk I kateropun

JomxHocTs: HavansHuk OKK

JTO/KHOCTS: 3aM. TEHEPATBHOrO AMPEKTOpa
MO Ka4yecTBY

HO®D: H.W. Kotdsa

HO®:; O.H. KieuesHnk

HO®D: T.B. Barypo  /

IMToanucs:

Moanuck: ¢~z ——

Moanues: \ 72 2 —

4
Jlata: A % ©G 4046+

Nara: A\ ©G 2046

Hata: A\ 09 3016,

JlomkHOCTE: 3aM. HadatbHuKa AJl

HOD: H.A. Maneirusa Y

TMoanucs: 7A—

Hata: 49 ©5.2046.

JosmkHoCTh: HavyatbHuK MBJI

IMoanuce:

Hara: 43.0G.4546.

JomxuocTh: HavansHuk OCuP

HO®: H.A. TTopo

IMoanucs:

Jara: 3.} 68 LOL2G

JlonkHOCTsY Hauanbkmk O3
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Creundukauus Ha HCXOAHOE Chipbe 3 CI1C-KO-14-0017-05
i - Crp.2 u33
No [MapameTpsl KOHTpOAS Metoast KpuTepun npuemiaemoctTn
n/n s
1 [Ipumenenue JporaBepuH, pacTBOp U HHBEK-
uui 20 Mr/mn
JlpoTaBepuHa ruapoxIopui, Tab-
nerku 40 mr
2 AHanu3npyeMmble NoKa3aTenu
KayecTsa:
2.1 Onucanue (cBoicTBa) BusyanbHbIi, Kpucrannuueckuif mnopomoxk oT

2.2 TloanuHHOCTH (HACHTH(HKa-
ums)

2.3 Tlpo3pauHoCThb pacTBOpa

2.4 llserHoCTh pacTBOpa

2.5 pH

2.6 ConyTcTBYIOUIHME NTPUMECH:
- mobas npumech

- CyMMa npumecei

2.7 Taxensle MeTaLIb!

2.8 Dranon

2.9 Bona

2.10 Cynsartnas 30na

2.11 Ocrarounsle KOMUYECTBA
OpraHM4ecKuX pacTBopHTeneii:
- TONyouN

2.12 KonnuecrseHHoe onpesene-
HHUe

2.13 [MuporennocTs

2.14 Mukpobuonornyeckas 4uc-
TOTA:

- st crepribHbIX JIC:

- obmee komxuecTBo aslpodos
(OKA) u ofuiee KOMHYECTBO Ipu-
608 (OKI') cymmapuo;

FOPBILc. 21:5.11

'®PBIL 2214

A. UK-cnektp, '® PE 11,
2.2.24

B. ¥ ®-cnekrpodoTomeTpus,
[®PBII, 2.2.25

C. KayecTBenHas peaxuus
D. Peakuus (a) Ha XJIOpUBI,
I'®PBIIL 2.3.1

I'dPBIL 2.2.1

I'®PBIL 2.2.2, meTon 11

F®PBIL 223
o PBII, 2.2.29

I'd PB I, 2.4.8, meton C
I'®PBII, 2.4.24
['®PBIL2.5.12

o PBIL 2.4.14
I'®PBII,2.424,2.2.28

1)

Turpumerpus

I'dPBII 2.6.8
I'dPBIL 2.6.12,2.6.13

CBETJIO-KEATOTO /10 3€JIEHOBATO-
KENTOro 1BeTa, YMEPEeHHO pacTBo-
pHM B BoOjie, pactBopHM B 96 %
CIUpTE, JIErKOPaCTBOPHM B XJIOPO-
popme.

TemmnepaTypa nnaBiaeHus: OT

205 *C pmo 215 °C (6e3 npensapu-
TENBHOTO MOJACYIIHBaHHUA) C pa3-
TIOXKEHHEM.

[TonoxurensHa

[TonoxuTtensHa

[Monoxurensua
[MonoxurensHa

PactBop jnomxeH ObITh mpo3pau-
HBIM

Okpacka pacTBOpa HOMKHA OBITH
He nHTeHcHBHee 3tanoHa GY(3XK),
1 uHTeHcuBHee staiona GY(3K)s
Or3,5n05,5

He 6onee 0,5 %

He 6onee 1,0 %

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

He 6onee 3,0 %

He 6osnee 0,1 %

I'OPBIL 54

He Gonee 890 ppm

He menee 98,0 % u ue Gonee

101,0 % B nepecuere Ha He3sojHOe
1 cBODOIHOE OT 3TAHOJIA BEUIECTBO

JlomxkeH ObITh aNMWPOreHHBIM
F®PEIL S5.1.4

He 6onee 10> KOE/r

>
M

s

P A
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—KO“-?W OAO «b3MII»

nenn@uKanna Ha HEXOANOE ChIpbe CI1C-KO-14-0017-05
JKIEMNNAD Crp. 3 u33

No [Tapamerpnl KOHTPOAR MeTtoanl Kpurepun npuemjiemMocTn
n/n

- TpamMoOTpHUATENbHBIX OakTepHit,
TOZIGPAHTHBIX K KeJI4H, THOO Dak-
Tepuii cemeicTsa
Enterobacteriaceae;

- Pseudomonas aeruginosa;

- Staphylococcus aureus.

- ans HectepuiabHbix JIC:

- obuee koam4ecTBO a’pobos
(OKA):

- obee konuyecTso rpubos
(OKTI'):

- Escherichia coli.

Oteyrersue B I 1
Orcyrereue B I 1
OrcyrerBue B | 1

10° KOE/r

10* KOE/r
OTtcyrctBue B 1 r

()

Ot6op npob

B cooTBeTCTBHHM CO CTaHAAPTHOMH

OlepalHOHHOMN TTpoLEYPOi:
COIT-KO-12-024,
COIT-KO-14-057

4 | O6beM KOHTPOILHOH nMpodsbi AJl: 30,0 r MBJI: 31.0r

5 Yenosus XpaHeHus B 3ammuieHHOM OT CBETa M BJIArH
MeCTe, I1pH TEMIIEPaTYpe He BbIllE
25°C

6 Cpok roiHOCTH S5 ner

7 Ynakoska JIBOHHOH MONHAITHICHOBLIN MaKeT,
nomenieHHelit B (hudposelit bapa-
ban

8 | Usrotosurens Zhejiang Apeloa Kangyu Pharma-
ceutical Co. Ltd., Kutaii

9 Kon 120107 — nng Tabnerox

120051 — su1s pacTBOPOB JUIA HHB-
EKIMH




