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CreunpuKalKs Ha MCXOIHbIE MaTephasbl |\~ aegnrgeny  CIIC-KO-14-0007-11
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Ay O 9020 . CIIC-KO-14-0007-10 | 6eccpouHo aKTyaaM3aLms
ot 25.04.2016 .
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Cneundukauus Ha MCXOAHbIE MaTE€pHaJIbl

T TSNES CHC-KO-14-0007-11

AEE
{8 :

R R N T reTarare Crp. 2 u3 4
Ne | TlapameTpsl KOHTPOJIS Mertoel Meroauku Kpurepuu npueMiaeMocTu
n/n UCTIBITAHUH
1 [Ipumenenue AMHOIapOH, KOHLIEHTpAT Ul IpH-
rOTOBJIEHHs pacTBOpa st HHY3uit
50 mMr/mn
Amuonapos, tabsetku 200 mr
2 HauMeHoBaHHe noka-
3aTesiel KayecTna:
2.1 Onucanwue (cBoiict- | Busyansnbni | COIT-KO-14-102 Benprit  wimM moutH Oenblii MesKo-
Ba) I'® PBII, I'®PBIL, Tom 1,5.11 | kpucTAUIMYECKUH TTOPOLIOK.
ToM 1, ¢. 21 OueHb MaOpacTBOPHM B BOJE, JIET-
KOpPacTBOPUM B METHJIEHXJIOPHUIIE,
pacTBOPUM B METAHOJIE, YMEPEHHO
pacTtBOpHM B 96 % criupte
2.2 [lopmMHHOCTD
(uneHTHHUKALHA)
A. UK-cnextp ['® PBII, Paznen «[Tommn- | A. UK-cnektp mnpomyckaHus HCIIbI-
toMm 1,2.2.24 | HocTh (uMaeHTH(HUKa- | TyeMoro obpasua J0JDKEH COOTBETCT-
us) A» BoBaTh  crekTpy mnpomyckanus CO
HJI PB 0128C-2016 amuoapona ruzapoxiopuza (EP CRS)
B. Peaxuus (b) Ha ['® PBII, Paznen «[Toumn- | B. JlaeT peakuuio (b) Ha XJIOpUIBI
XJIOPH/IBI ToM 2, 2.3.1 HOCTh (MIeHTHU(UKa-
us) B»
HJI Pb 0128C-2016
2.3 [Ipo3paynocts pac- | ['® PHII, Pasznen «ITpo3pau- | PacTBop 10/KEH OBITH MPO3paYHBIM
TBOpa oM 1, 2.2.1 HOCTb pacTBOpa»
HJ1 Pb 0128C-2016
2.4 I{BetHocTh pactBo- | ['® PHII, Pa3nen « LiBeTHOCTB Okpacka pacTBopa J0JKHA OBITH HE
pa Tom 1, 2.2.2, | pacTBOpa» untencusHee sTaioHa GY(3X)s uiu
meron Il HJI PB 0128C-2016 BY(KX)s
2.5 pH ['®PBII, Paznen «pH» Or 3,2 103,8
tom 1,2.2.3 | HAPB0128C-2016
2.6 Ilpumecs H ['® PBII, Pasnen «IIpumecs H» | He 6onee 0,01 %
tom 1,2.2.27 | H Pb 0128C-2016
2.7 ConyTcTByIOIIHE 'O PBII, Paznien «ComyTcT-
MIPHUMECH: ToM 2, 2.2.29 | ByroImue NpUMECH»
HJ1 PB 0128C-2016
- npumeck D He 6onee 0,200 %
- npuMmeck C He 6omee 0,100 %
- mpuMech A He 6onee 0,100 %
- moboi Hecrienuupu- He 6omee 0,100 %
LUPOBAaHHOH IIPUMECH
- cyMMa Hecrienuguiu- He 6omee 0,300 %
POBaHHBIX MPUMECEH
- CyMMa IpuMecen He 6onee 0,500 %
2.8 Momums! B cootBerct- | Pasnen «Moauasi» He 6ouee 0,015 % (150 ppm)
Bun ¢ HJ| HJI PB 0128C-2016
2.9 Tsoxenvie Metayuibl | '@ PB I, Pasnen «Tsoxensie me- | He 6omee 0,002 % (20 ppm)
ToM 1,2.4.8, | Tauibl»
metoa C HJI PB 0128C-2016
2.10 IToTeps B macce '®d PBII, Pasnen «Iloteps B mac- | He 6onee 0,5 %
IIPH BBICYLIHBAHUH TOM 2, 2.2.32 | ce IpH BBICYIIMBAHAH»
b HJI Pb 0128C-2016
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Cneundukauus Ha UCXOIHbIE MaTepHaJIbl

N 2EMT

CI1C-KO-14-0007-11

pOOBI

Ctp. 3 u3 4
Ne | TlapameTpbl KOHTPOJIA Metonsl MeTtoauku Kputepuu npuemiieMocTu
n/n UCIIBITAHUM
2.11 Cynbdarnas 3onma | ['® PH I, Pasnen «Cynbdarnas | He 6onee 0,1 %
ToM 1, 2.4.14 | 30ma»
HJI Pb 0128C-2016
2.12 Ocrarounble ko- | '@ PBII, Pasnen «Ocrarounsie | ['® PBII, Tom 2, 5.4
JMYecTBa  opraHude- | ToM 1, 2.4.24, | KonM4ecTBa OpraHuye-
CKHMX pacTBOpHUTEJIECH: 2.2.28 CKHX pacTBOPHUTEJICH»
HJI PB 0128C-2016
- 3TaHOJI He 6onee 2000 ppm
- aleTOH He 6onee 50 ppm
- XxJopodopM He Gonee 50 ppm
- METHJIEHXJIOPHU]L He 6onee 100 ppm
2.13 bakTepuaibHble ['® PB I, Meroauka npuroano- | He 6onee 0,71 ED na 1 Mr amnona-
9HJIOTOKCHHBI 2.6.14 CTH pOHa rHAPOXJIOpUAA
AMBE-12-0007
[Tporokon Banuaanuu
MMV-MU-12-535
2.14 KonnyecTBeHHOE ['®PBII, Paznen «Konuyect- He menee 98,5 % u ne 6onee 101,0 %
oTpeesIeHHe TOoM 2, 2.2.20 | BEeHHOE OIIpe/IeJICHHE» | B IIEPECUYETE HA CYXO€ BELIECTBO
HJI PB 0128C-2016
2.15 Mukpobuomnoru- ['® PB I, AM-12-0007 IT'®OPBIl, ToM 1,5.1.4
yeckKas YUCTOTa: tom 1, 2.6.12, | MMV-MHU-12-057
i crepuibHbix JIC: | 2.6.13
- ofmee KOJIMYECTBO
a’poboB (OKA) u 06-
mee KOJIMYECTBO TI'pH-
6oB (OKT') cymmapHo He Gonee 10° KOE/r
- IpaMOTpHUATENIbHBIX
OakTepuil, TOJEpaHT-
HBIX K JKEI4H, JHO0O0
OakTepuii  cemelcTBa
Enterobacteriaceae OtcyrctBHE B 1 T
- Pseudomonas aerugi-
nosa OtcyrctBHE B 1 T
- Staphylococcus aureus OtcyrcTBHE B 1 T
JUTS HECTEPUIIbHBIX
JIC:
- o0111ee KOJTHYECTBO
aspo6oB (OKA) 10° KOE/r
- of11ee KOJIM4ECTBO
rpu6os (OKI') 10° KOE/r
- Escherichia coli OtcytcTBHE B 1 T
3 OTt6op nmpob - B coorBercTtBMHM  CO -
CTaHJApTHOM OIepalu-
OHHOM IpOLIEYPOi:
COIT-KO-14-057
COIT-KO-12-024
4 O6BeM KOHTPOJIBHOM - - AJL: 48,01

MBJI: 31,0 r — ast crepuinbHbIX JIC
20,0 r — a1 HectepuabHbIX JIC
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CrieumduKalms Ha HCXOIHbIE MAaTEpPHATbI ‘1 CIIC-KO-14-0007-11
(SR s CTB 4 w3 4
Ne | [TapameTpbl KOHTpOJIS Meroabt Metoauku Kputepun npuemiieMocTu

HUCIBITAHUH

2 YcioBus XpaHeHHUs

B 3aumineHHoM OT cBeTa MeCTe IpH
Temreparype He Bbiiie 30 °C

6 Cpok rogHocTu

5 et

7 YmnakoBka

JIBOMHBIE TOJMITHUIIEHOBBIE MAKETBI,
KapToHHBIe OapalaHbl, a TaKXe JIpy-
r'He BHJbI YNAKOBKH, oOecrneduBaro-
IIHe COXPAHHOCTH CBIPbS Ha MPOTH-
KEHHUH CPOKA F'OAHOCTH.

8 Usrorosurein

Cambrex Profarmaco Milano S.r.L.,
HUranus

9 Kon
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