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Crneundukauus Ha HCXOIHbIE MATEPHANLI CI1C-KO-14-0342-05
JK3em Crp. | n3 3
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KABEPJIUH 0,5,
Tabaerku 0,5 mr
Kourpoas kauecrsa no ®CII Pb 2054-20
(uckarouas pasaenbl «YnakoBka», «Mapkuposka»)
Cocrasm Cornacosaiu Yrsepani
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1.2 lNoanmuunocTs
- kabeproauu
BOKX

- kabeproinu
BOAKX/IM/]

1.3 Oanopoanocts
Macchl

1.4 Cpeanas Macca

1.5 Pacrsopenne

1.6 ConyTcrByroume
NPUMECH:

- npumeck A kabep-
rOJIHHA

- N-okceua kabepro-
AMHa

- mobas HeHAeHTH-
(uumposanHas
npuMech

- CYMMa rpumecei
1.7 OAHOPOAHOCTE
JO3HPOBAHHBLIX €/1H-
HHLL

F'OPBIL Tom 1, c.1184

IO PHII Tom 2,2.2.29

'®PBII, Tom 2, 2.2.29

IF'OPBIL Tom 1,295

[To meTonuke
O PBIL tom 1,295

' PBIL Tom 1, 2.9.3;
I'® PH I, Tom 2, 2.2.29

O PBII Tom 2,2.2.29

[®PBIL Tom 1, 2.9.40,
METOJ1 IIPSMOT0 onpe-
NCNCHUA;

I'd PB 11, Tom 2, 2.2.29

Paznen «l TormHHOCTEY
OCIT Ph 2054-20

Passien «lloumuanocTs»
DCTT PB 2054-20

Pasaen «Oanopoa-
HOCTH MAacChi»
OCIT Pb 2054-20
Paszen «Cpeansis
Maccan

@®CT1 Pb 2054-20
Pa3nen «Pactsope-
HHEY

OCT1 Pb 2054-20
Pasnen «Conyrer-
BYIOLME [IPHMECH
@®CIT Pb 2054-20

Paszen «Oanopoa-
HOCTh JIO3HPOBAHHBIX
CAMHULLY

®CI1 Pb 2054-20

OAR MB IO kbl
CrieundMKaUHa Ha HCXOAHBIC MATEPHAIBI (e § CTIC-KO-14-0342-05
JInp Crp. 2m33

Ne [TapameTpi Meroast Meroankn Kpurepun npueMaeMocTi
n/n KOHTPO.15 HCTILITAHH
| Hanmenosanue no-

Ka3arceliei Kayecrna:

1.1 Onucanne Busyanbuiit; COI1-KO-14-102 bensle kpyrasie, niaockue rab-

netku ¢ (packol, He MOKPBITHIE
000104K0#, ¢ pazaeanTenLHON
PHCKOIT ¢ 0BeHX CTOPOH,

Bpems yiepauBatns 0OCHOBHOIO
ITHKA HA XPOMATOrPaMMe HCITbI-
TYEMOI'O pacTBopa, NOJYYEHHOH
MPH  KOJIMHECTBEHHOM  Ofpesie-
NCHHUM, JIO/DKHO  COOTBETCTRO-
BATH BPEMEHH  Y/ICP/KHBAHHA
nuKa KabeprosiMHa Ha XpoMaro-
rpamme pactsopa C CO kabep-
roJIHa.

Crekrp OCHOBHOIO IHKA Ha
XPOMATOrpaMMe HCTILITYEMOro
pacrTsopa J01KeH COOTBETCT-
BOBaTh CrekTpy kabeproamna
HAQ XpOMATOIpaMMe pacTBopa
C CO xabepronauna, noay4es-
HOH € 1NOMONIBIO JAHOAHO-
MATPHYHOTO  JICTEKTOpa  1pH
KOJIMYCCTBEHHOM  Onpejese-
HuH B o6nacti o1 210 HM 10
400 um.

18/20: He Honee = 10 %

2/20: ne Gonee = 20 %

Or 76 Mr 10 84 Mmr

Q=75%

He 6onee 2,0 %
He Gonee 1,0 %

He Gonee 0.5 %

He 6onee 2.5 %
AV <15,0%




OA

onpeaeaeHue
- Kabeproamn

1.9 Muxpobuosoru-

' PHIIL Ttom 1, 2.6.12,

BEHHOE OIPC/IC/ICHHCH
®CI1 Pb 2054-20

Meroanka npuroano-

CrieundHKauns Ha HCXOIHLIC MATEPUAIILI SKEMnﬂﬁp CHC-KO-14-0342-05
Crp. 3 n3l
Ne [TapameTpst Metob! MeTonkn Kputepuu npreMaeMocti
nn KOHTPO.1s| MCHLITAHHH
1.8 Konnuecrsennoe | I'® PB 11, tom 2, 2.2.29 | Paznen «Koanuecr-

Ha seimyck

Ot 0,475 mr g0 0,525 mr, cun-
Tas HAa CPEAHIOI0 MAaccy OAHOH
TabnieTku

B npouecce xpanenus

Ot 0,45 mr 1o 0,55 mr, cunTas
HE& CPEeJHIOI  Maccy OaHOH
TabneTsku

FrePEIL oM 1,5.1.4

HecKas YMCToTa: 2.6.13 CTH
- ofee KOMHYeCTBO AM-12-0342
aspobos (OKA) [Tporokon panHanMH 10° KOE/r
- ofliee KOAHHECTBO MMV-MH-12-1217
rpubon (OKI) 10 KOE/r
- Escherichia coli OTtcyterBue 8 1 1
2 Or6op npob - B coorsercTBHM  CO -
cranaapTHoil  onepa-
IHOHHON  npoueay-
poii:
COIT-KO-14-057,
COI1-KO-12-024
3 O6beM KOHTPOIIb- - - JUst nipoBesieHus KCNbITAHHI:
HO# npobnl AJl: 100 Gancrepos.
MBJ1: 125 Gaucrepos.
ApxuBHbie 00pasiibi: 34 Oin-
cTepa.
4 Yenosus XpaHeHHs - - [1pu Temneparype He Bbille
25°C.
5 Cpok rofAHOCTH - - 2 rona
6 Ynakoska - COI1-KO-14-102 [lo 2 TabneTkH B KOHTYPHYIO
AYEHKOBYIO YIIAKOBKY H3 (orbru
WHOMHHHEBOH JIAMHHHPOBAHHON
no crietnpuraimm SUN
Pharmaceutical Industries Ltd,
M.
7 Mapkuposka Busyansaeii COT1-KO-14-102 CorsacHo puiaraeMomMy Ma-

kery rpaduyeckoro odopmie-
HHA.

8 Harorosurens

Sun Pharmaceutical Industries
Ltd. Muams

9 Kon

120272

.




