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1.2 IlonauHHOCTE
- IapaneTamo |

ubynpoden

- napaueTamon u
ubynpoden

'O PEI, tom 1,
c.1184

' PBI, 2.2.29

T PBI, 2.2.29

Paznen «l lopmuHEAOCTE A»
HJI PE 2297B-2021

Pasnen «[Tommanocts By
HJI PB 2297B-2021

Ne [TapameTper Meronet Meronakn Kputepsu npreMneMocTH
n/n KOHTpOJIA HCTIBITAHHH
1 Haumenosanue no-

KazaTeeH KayecTsa:

1.1 Onmucanne BusyansHernit COII-KO-14-102 Tabnetxku, nokpeITEie MIEHOYHON

obonouxkol  opaHxeBOro WM
ONeIHO-OpaHIKEROIO 1IBETA, BO3-
MOXHa IATHHCTas HIHM MpaMmop-
Has HEOJHOPOJHOCTH OKpallHBa-
HH#, KAalCyJIOBHIHEIE, CO CKO-
IIEHHBIMH KpasMH, OfHa CTOpoHA
rjiafKas, Ha Apyrof pHcka

A. Ha xpomatorpaMMe HCIEBITYye-
MOr0 pacTBopa BpeMs yICpiKHEa-
HHA muka ubynpodena ¥ mapaue-
TaMmolla JOKHO COOTBETCTBOBATE
BPEMEHH  YICP)KHBaHHA  IHKA
nOynpodeHa M mapaneramona Ha
xpomarorpamme pactsopa B CO
nbynpodena 1 napaueTamona

B. Cnekrpsl mukos ubynpodena u
napaneTamMona, TOMyuYeHHBIE Ha
XpOMATOrpaMMe  HCHOEITYEMOTO
pacTBOpa, MOIDKHEI COOTBETCTBO-
BAThL CMIEKTpaM NMHKOB HMGympode-
Ha W mapaneraMmolnia Ha XpoMato-
rpamme pactsopa B CO ubympo-
()eHa W TIapaneTamoiia, MoIydeH-
HOH C [OMOIIBID  JHOIHO-
MATPHYHOr0 HETEKTOpa NHpH KO-
JHYECTBEHHOM OMNpeJieieHHH B
obnacta ot 210 M o 400 5Mm

1.3 OproponHocTh I'd PBII, 2.9.5 | Pazzen «Onuoponsocts | 18/20: He Gonee + 5 %
MAaccCEl MAacChI» 2/20: ue Gonee + 10 %
HJ PB 2297B-2021
1.4 Cpennaa macca | TTo Meromuxe Pasnen «Cpepuss mac- | Ot 915 Mr g0 1011 mr
I'©PEIL2.9.5 |ca»
HJI PB 2297B-2021
1.5 INpounocTs HA T®PBIL29.8 | Pasmen «ITpousocrs na | He menee 30 H
CIKaTHE cKaTae»
| ) HJ PE 229785-2021
1.6 Bona '@ PBII, 2.5.12 | Pasnen «Bomay He 6onee 5,0 %
HJ PE 2297B-2021
1.7 PactBopeHue Paznen «PactBOpenues
- HGynpoden I'®PBIL 2.9.3 | HIPE 2297B-2021 Q =70 % uepes 30 mun
- apaueTaMmon I'dPEII, 2.2.29 Q =70 % uepes 30 Mun
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No [Tapamerps MeTtons! Meronuku Kprtepun npuemnemocTtu
n/n KOHTpOIA HCIBITaHUH

1.8 Conyreryromme | T'® PE1I, 2.2.29 | Pasgen «ComyrcTByio-

npuMecu ubynpo- 1ye npaMecu ubymnpo-

dena: (peHay

- MaKCHMansHast HJI PE 2297B-2021 He Gonee 0,3 %

eAMHUYHAA NIPHMECE

- CyMMa IpHMeceii He Gonee 1,0 %

1.9 Conytereyromme | [® PBII, 2.2.29 | Paspmen «ConyteTy-

MpUMECH Hapauera- IOIIHE NPHMECH Tapa-

Mona; LieTaMona»

- 4-amunogenon HJI PE 2297B-2021 He 6onee 0,005 %

1.10 Omroponrocte | T'® PE I, 2.9.40, | Pasaen «OnHopox- 10 Tabnerox: AV £15,0 %

JIO3HPOBaHHEIX €U-
HWI:

- apaneTamMos

- ubyrnpoden

1.11 Konuyecrren-
HOE OTlpe/icIeHHe

- uynpoden

- napaneTamosn

1.12 *TepmeTHunOCTSH
KOHTYDHBIX A4€HKO-
BbIX YTIaKOBOK

PacyeTHO-BECOBOH
METOJ

'®PEII 2.2.29

HOCTE JIO3MPOBAHHEIX

ETHHHIY
HIT PE 2297B-2021

Paznen «KosmyecTsen-
HOE OTpEnCICHHEY
HJI PB 2297B-2021

COIT-KO-14-157

30 Tabnerox: AV <15,0%
0,75M <X <1,25M

Ot 360,0 Mr no 440,0 mr, cumras
Ha CPeIHIO Maccy OfHOM Tab-
NEeTKH

Ot 292,5 Mr o 357,5 mr, cuuTas
Ha CPEIHIO0 Maccy onHOH Tad-
JCTKH

JloIDKHEI OBITE repMeTHYHEI

1.13 MukpoGuono- |I'®PBIIL 2.6.12, | MeTomuka ucnerra- '®PBILL 5.1.4
rHYecKas YHCTOTa: 2.6.13 Huif
- obmee xKoJaWYECTRO AM-12-0401
aspo6os (OKA) COIT-KO-12-197 10° KOE/r
- of1ee xonHYeCTBO
rpuboe (OKI) 10* KOE/r
- Escherichia coli OtcyrcrBueB 11
2 Ot6op npob B cooTBetcTBHH cO
CTaHIapTHOH onepanu-
OHHOH Tpoueaypoil:
COII-K0-14-057,
COII-KO-12-024
3 | O6beM KOHTpPONE- - - At mpoBeie NS HCTbITARHI:
HO# MpolHI AJlL: 30 6mucrepos
MBJI: 2 6imctepa
Apxus: 17 6mictepos
4 | Yenosus xpanenus - - B 3amminenHoM OT Bllar# u cera
MECTE [IPH TEMIIEPaTYpe HE BLIINE
25°C
5 Cpok rogaocTH - - 5 ner
6 | Ynakoska - - ITo 10 Tabnetox s IIBX/ ajo-

MHHHEBOH KOHTYpHOH #9eliko-
BOH yimakoBke. Ynakoska in bulk
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Ne [Mapamerps! MeTons! Meroauku Kpurepuu npaemnemoctu

n/n KOHTPONA HCNBITAHHH
10 7 KOHTYPHBIX S4EHKOBRIX YIaKo-
BOK B KapTOHHOH! KopofOke.

7 MapkHpoBRKa - - CornacHo npuiaraeMoMy Makery
rpadudeckoro ohopMIEHHA

8 UsrotosuTens = - Dr. Reddy’s Laboratories Ltd, Hunus

9 | Kon - - 600616

*NononuuTensHoe TpeGosarnne OAO «B3MITy.




