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2.2 TIOAAMHHOC T
(HaeHTHUKAINA)
A, OTHOCHTE BHAS
MAOTHOCTE

B. lMokazarens
NPEIoMICHHA

C. UK-cnextp

D. KauecTpenuas
peaxims

2.3 KncnotHocTh

I'¢PBIL2.25

'@ PBIL2.2.6

I PBIL2.224

[ PRI,
Tom 2, cTp. 394

I'h PE I,
ToM 2. cTp. 394

Pazzaen «lloamHHocTs
(vnenTudukanua) A»
I'D PEII, tom 2,

cTp. 394

Paznen «lloummnnocTs
(naeuTHdHKauua) By
['® PB 1L ToMm 2,

cIp. 394

Pazaen «llojimmHHOCTE
(nnentnduraims) C»
' PRI, Tom 2,

crp. 394

Pazaen «llopnunnocts
(waenTHUKaHT) Dy
I'd PE I, Tom 2,

crp. 394

Paznen «KucnoTHocTey
['d PRI, Tom 2,

crp. 394

CrensdHKaLMg Ha HCXDAHbIE MATEPHATTBI }r"rﬂi f":f :’Jgjbl!bli%'l'l -KO-14-0047-09
- had o i Crp. 2 13 4
f ¥ d] FRRLER L] H
S e et
No [MapameTpsi MeTob! Metoankn KpuTepuu npuemiemocty
| n/m KOHTPOJIA HClBITaNRA
I | Hpumenenne - [lponssoaunTean Arkema, ®panims:
LTS IPOH3BOJICTBE MascH.
Iporspoautens Hunan Jiudian Hon-
gyang Pharmaceutical Co.. Lid.. Ku-
talf: juis NpoBesicHHs paboT o npo-
neaype «Konrpois uamenenuiin
2 | Hanmenopanue
logasareneil kadve-
CTRA! ‘
2.1 Onucanue Busyanbubiii COI-KO-14-102 becupernas xunKocTs win declset-
(cBOficTRA) [®PLILL 5.1 HBIE KPHCTAMEL | HIPOCKOMHYCH,

CMemmeaetes ¢ pojolt w ¢ 96 %
CHHPTOM,

A. HMcusityemstii obpasen soinep-
KHBaeT HenbiTanue «OTHOCHTENb-
Has TIOTHOCTEY

B. Hcnerryempiit obpasen seraep-
WKHBAET HenwTanue « [okazatens
OPEOMIICHH»

C. Mudpakpachbiii crniektp nporiye-
KaHWg MCMBITYeMoro obpaiia o1
JEH  COOTBETCTROBATL  HIppakpac-
HOMY crexTpy nponyckadus ®CO
JHMETHICYILOOKCHAA WM CIEKTPY.
MPEJCTABICHHOMY — HA  PHCYHKE
#0763.-1

D. TloasnaeTca cHHEBATO-3e/CHOC
HAH 3CNICHOC OKPALIMBAHHE, KOTO-
poe NpH OXJAMCHHH PACTBOPA Te-
PEXOJIUT B 3€/IEHORATO-IKEITOE

[Tpu npubannesnn ne donee 5.0 M1
0,01M pacteopa HaTpus THI-
POKCH/Ia JOTKHO MOABHTLCA PO30-
BOE OKpallHBaHte

2.4, OTHOCHTEE- ['® PRI, 2.2.5 | Paznen «Ortnoenrens- | Ot 1,100 10 1,104
Hasd MI0THOCTE Had MIOTHOCTEY

' PBIL tom 2,

: crp. 394

2.5 Tokazatens IF'd PRI, 2.2.6 | Pasaen «Tlokasarens Ot 1.478 no 1.479
NpenoMICHHA ITPETIOMITEHHS »

["D PEIT, tom 2,

crp. 394




0AO «B3Mih ey
Crieumdukatus Ha uexoansie marepuaast | 4|1 D OHTDOEHEIC-KO-14-0047-09
L1 swzamnmow Qp.3nid
Ne [TapameTpsl Meroam MeTtomnkn Kpurepuu npuemaemocti
n/n KOHTPOJIS HCIILITAH U i
2.6 Temneparypa [ PBII,2.2.18 | Pazaen «Temneparypa | He menee 18,3 °C
3ATBEPICBANNA 3aTBEPACBAHMAY
D PEI, tom 2,
crp. 394
2.7 Onruyeckas ['®PBIIL 2.2.25 | Pasaen «Ontuvueckas Aa7s He Donee 0,30
MNAOTHOCTh MIOTHOCTL» Asgs ne Bonee 0,20
['dh PEII, tom 2, Aags e Honee 0,20
crp. 394 B wnrepsane or 270 1o 350 um
CHCKTP TMOTNONIEHHS HCIHLITYEMOIO
obpasua He DOIDKEH WMETE MAKCHMY-
MOB TOTTIOIIEHHS
2.8 Conyrersywo- | TOPBIIL 2.2.28 | Pasgen «Conyrerayio-
IHE NTPHMECH: UIHE MPHMECH )
- CVMMa npHMeceit ['® PB 11, Tom 2, He Gonee 0.1 %
crp. 394
2.9 Bona (@ PBIL2.5.12 | Pazzen «Bomay He Gomee 0,2 %
['® PBII, Tom 2,
crp. 395
2.10 MukpoGuomno- | I'd PRI, Metoauka venwitauuit | TOPBIL 5.1.4
ruyeckas yuerora: | 2.6.12, 2.6.13 | AM-12-0047
- 0DlIEE KOJIHYECT- COII-KO-12-197
B0 aspobos (OKA)
W obiee Konuve-
cTBO rpubGos (OKI)
CYMMapHo He Gosnee 10° KOE/r
- TPaMOTpHLATE b=
HBIX DakTepuii, To-
NCPAHTHBIX K K-
4i, 1HO0 GakTepHi
ceMefictBa Entero-
hacteriaceae Oreyrerue s 1 r
- Pseudomonas
aeruginosa Otcytereue B 1 1
- Staphylococcus
| aureus 4| o | Oreyrersue s 1 1
3 | Orbop npob - B cooTReTCTBHNA ¢ KOH- -
TPOJILHOH ONEpalnon-
HOH mpoue/lypoii:
COII-KO-12-024;
P B COTI-KO-14-057 B -
4 | O6keM KOHTPOIb- = AJl: 3250r
HOH Mpodb! MbJI: 30,0 T
5 | Yenosus xpaseuus B BO3ZYXOHEIPOHMIIAEMOM CTEK-
JAHHOM KOHTEHHEpPE, B 3alMLICH-
HOM OT CBETA MCCTC
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CretthKaIis Ha HCXOHbIE MaTepHanbl |« | | CIIG-KO-14-0047-09
é YA JEIT fl.‘.!,.' CTP Ausd
No [lapameTphl MeToibl MeToanku Kputepnu npueMueMocTy
| n/n KQHTPOISA HCTTLITAHH
6 | CpoK ToAHOCTH - - YKa3siBaeTes 1IPOU3BOAHTENEM
7 | Ynakonrka - - CrekisiHbble GyThUIH. METATTHYE-
ckue DOUKH, 8 TAKKE APYTHE Bk
YIAKOBKH, oDecrednBaloume Kave-
CTBO CLIPLA HA MPOTAKEHHH CPOKA
. s i TO/THOCTH. -
8 HMaroTosuTens - - Arkema, ®pannns
Hunan Jiudian Hongyang Pharma-
ceutical Co.. Ltd.. Kuraii
9 Kon - - 80042
900275 obpasusl
7 'J
L~




