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0OAO «b3MH»

2.2 TlognunHoOCTh

(naecHTHDUKaLIS)

A. OrHocurensnas
TIOTHOCTE

B. ITorkazaTtens
MpeoMiens

C. MK-criextp

D). KavecTrennus
peaKins

2.3 Knenornocts

2.4, OrHocurenn-
Has 1J0THOCTL

I'dPLIIL5.11

I PE 1L 2.2.5

O PBIL2.2.6

|
IF'OPEIL2.224

[d PRI,
TOM 2. ¢c1p. 394

' PE I,
Tom 2, ¢Tp. 394

@ PEIL2.25

Pazaen «lloanuAnocTs
(HaeHTH(MKAIA) A»
1> PE L. tom 2,

crp. 394

Paanen «llopmunnocts
(naentuduranns) By
['D PE 11, Ton 2,

e, 394

Pazzen «llo/uinaHOCTE
(nnentuduranmus) Cr»
' PEIL rom 2,

cTp. 394

Pasnen «llognunnocts
(mnenTuduranna) D»
I'®d PE T, Tom 2,

crp. 394

Pasnen «Kucnotaocte»
' PEIL, tom 2,

cTp. 394

Paznen «Otnocurens-
HA% MIOTHOCTLY
['® PE L towm 2.
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No [TapameTprl Meroibl Metonnku Kpurepuu npuemiemociy
n/m KOHTPO/IA HCIBITAHHT
I | Ipumenenue ~ [Tponsposmrens Arkema, ®panims:
Ut MIPOM3BO/ICTRA Maseli.
[Tpoussommrens Hunan Jiudian Hon-
gyang Pharmaceutical Co.. Lid., Ku-
Tal: /U nposeseHus paboT no npo-
nesype «KoHTposis H3MEHEHHIt»
2 | Hanmenoranue
noxkasarefieit kawe-
cTRa:
2.1 Onucanne Busyanbhiii COTIl-KO-14-102 becusernas sknaxocTs WM Geciiger-
(cBoHcTRa) Hble KpHCTAILL [ Hrpockonuyey,

CMmeumpaetcs ¢ Bojoit u ¢ 96 %
CITHPTOM,

A. Hcnwityemslit obpasen sbuaep-
KMBACT MCIBITAHNE «OTHOCHTENL-
Has TI0THOCTEY

B. Henwiryemeiit oBpaseu sbliep-
JKHBaeT Henwitauue «lloxazatens
MPETOMICHN »

C. HMndpakpacubii cnekrp nporye-
KaHusg HCOBLITYEMOro odpaila jol-
KEH COOTBETCTBOBATL HH(ppaKpac-
HOMY crektpy nponvekanus GCO
THMETHNICYILDOKCHIA HITH CIIEKTPY,
NPCICTARIEHHOMY  Ha  pHCVIHKE
#0763.-1

D. Toseasercs cHuepato-3encHoe
HIIH 3CJICHOC OKpalTHBAHHE, KOTO-
poOc MpH OXA@KAEHHH PacTBoOpa re-
PEXOMIHT B 3e1€HOBATO-IKE/ITOC

[pu npubarnennu ne donee 5.0 ma
0,01M  pactBopa wHarpus -
POKCHIA JI0TKHO MOABHTLCH PO30-
BOE OKpallHBaHue

Ot 1,100 no 1,104

‘ cTp. 394
2.5 lNokasatens T® PB 1L 2.2.6 | Passesn «[okasarens Or1.478 10 1.479
NPEnoOMICHHS TIPEIOMICHHS»
['D PRI Tom 2,
crp. 394
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1 _ox3amn Aap Grp. 3 mid
Ne Mapamerpst MeToauxn Kpurepuu npuemnemocty
n/m KOHTPOJIA HCTBITAHHH
2.6 Temneparypa | T®PBII,2.2.18 | Pasuen «Temneparypa | He mence 18.3 °C
3aTBCPACBAHNS 3ATREP/ICBAIHS»

2.7 OnrHueckas
MIOTHOCTE

2.8 Conyrersyto-
ILHE TPHMECH:
- CyMMa npumeceit

2.9 Bona

2.10 Mukpobrono-
ruyYecKan YHeToTa;
- o0ulee KOMHYEeCT-
B0 aspobor (OKA)
W ODUICE KOJHYe-
crBo rprdos (OKI)
CYMMapHo

- TPaMOTPHIATE b=
HbIX GakTepuit, To-
NCPAHTHERIX K 7Ken-
YH. 1ubo BakTepuil
cemelictBa Lnfero-
bacteriaceae

- Pseudomonas
aeruginosa

- Staphylococcus
aureus

['®PBI, 2225

[®PBIIL 2228

I'PPEIL25.12

2.6,12,2.6.13

w!'\‘Z)'I‘:’Sr.')p 1pod

fad

4 | O6weM KOHTPOIB-
HOH Mpolsl

B COOTBETCTBHH ¢ KOH-

" PR IL toMm 2,

crp. 394

Pasaen «Ontrueckas
MIIOTHOCTE»

' PRI, ToMm 2,

cTp. 394

Pazjien «Conyrersyio-
IIHE MPHMECH»

['® PE L tom 2,

crp. 394

Pazsen «Boma»

['® PLII Tom 2,

erp. 395

MeTonnka HensiTanmi
AM-12-0047

COII-KO-12-197

Aa7s He Gonee 0,30

Asgs He Dosee 0,20

Asys e dostee 0.20

B wunrepsare ot 270 g0 350 Hwm
CTNEKTP MOTJIOMIEHHS  MCILITYEMOIO
ofpaslia He JOKEH MMETh MaKCHMY-
MOB TOTTIOLIEHHS

He donee 0.1 %

He Bonee 0.2 %

[OPBILS5.1.4

He 6onee 10° KOE/r

Oteyrersue B 1 r
Oteyrersue s | 1

Oteyrereue B 1 r

TPOJILHOH Orepanuon-
HOH npoue/ypoii:
COI1-KO-12-024.
COI-KO-14-057

All: 32501
MEJI: 30,01

N

Vellosns xpaHenus

B Bosmyxonenponuuacmom crek-
NIHHOM KOHTEHHEpPE, B 3allHileH-
HOM OT CBETa MECTE
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Ne [Tapamerphi MeTon Metoankn Kpurepuu rnpuemaeMocti
1/n KOHTPOJIA HCTBLITAHHA
6 | Cpox roAnoctu = = YKaiplBaeTcs [POU3BOAHTETEM
7 | Ynaxkoska T e - Crekisunble GYTRUIH, MeTAnIHYC-
ckue OOYKH, a TAKKe JPyrHe BiJlbl
YMAKOBKH, 0BECneunBaONING Kayc-
CTBO CLIPbA Ha MPOTHKEHHH CPOKA
' L FOHOCTH,
8 HMaroToBuTENb - - Arkema, ®panuua
Hunan Jiudian Hongyang Pharma-
== ceutical Co., Ltd.. Kuraii
9 Kox - - 80042
900275 obpasiibl




