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CIIMPOHOJIAKTOH
Spironolactonum
SPIRONOLACTONE

Kourpoas kagecrsa no H/L PB 1848C-2017, u3m. Ne 1

Cocrasnian

Coraacosann

Yrsepaun

HonaxuocTh: XHMHK | KaTeropuu
All

Jomxuocts: Havansunk OKK

HO®: M.B.babxkanuesa

HO®: O.B. 3¢t

Moanuce: 6CLeLLf

Moanueh:  \_

Jata: 29 09 2013

Jlata: 02 A0 2 0A% 7

JonmuoceTs: mukpobuonor 11 ka-
TEFOPHH

JIONAKHOCTR: 3aMECTHTEIL HAYNANTLHH-
xa AJl

HOD: HA Mansirusa /S

HO®: B.O.P
Toanucs: /%/ Moanucs: 7
Jlara: 24 08 2023 Jlataa. 02.40 30a%

JlonmHocTs: Havansauk MBJ1

HO®: C.B.I;
nonnms:w
Jata: 278 08 ¥023

Jonxnocts: HavansHuk OCuP

HO®: O.A.Bpemig”.

Moanues:

Jara: 29 08 20272

JIOMKHOCTE: 3AMECTHTENL HAYANBHN-
xka O3

HO®: U.A Hosak £

IMoanwcs: @V‘
A 3 ¥ A

fata: 02
/
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C. Kauecrsennas pe-
aKuHs

2.3 Vaensuoe onTtu-
4ecKoe BpallieHHe

2.4 Conyrcrsyiomme
NpUMECH:

- nipaMeck |

- npumecn E, F

- npumecu A, C

- npumecs D

- Hecneunduunpo-
BaHHBIC MPHMECH

- Cymma npumecei
2.5 Coboaubie Mep-
KanToCOEAMHEHHS

2.6 Toteps B Macce
NpH BHICYIIHBAHHUH

B coorsercTBUH

cHI

r'oPb I1,22.7

F'®oPBII 2.2.29

B cooTtBeTCTBHH
¢ HJ1

FoPBII, 2232

(uaenTHduKkamms) By
HJ1 Pb 1848C-2017,
H3m. Ne |

Pasnen «[loanmuauocTs
(unentuduxauns) C»
HJ1 PB 1848C-2017,
Him. Ne |

Pasaen «Yaensnoe on-
THYECKOE BPAILCHHE
HJ1 PB 1848C-2017,
M, Ne |

Pasnen «Conyrersy-
FOIIHE TTPHMECH»

HJ1 PB 1848C-2017,
Him. Ne |

Pasnen «Csoboausle
MEpPKanTOCOCAMHEHHAY
HJ1 PB 1848C-2017,
uim. Ne |

Pasnen «lloreps B Mac-
CE IPH BBICYIIHBAHHE )
HJ1 Pb 1848C-2017,
H3am, Ne |

Ne [Mapamerpsi Metomsi Merommkn Kpurepuu npueMaeMocTH
n/n KOHTPOJIA HCTTBITAHHH
1 |TTpumenenue - - CnupoHONaKTOR, Kancyib SO Mr u
100 mr s Pb
Cnupononaktos, rabnerku 25 mr
Juis Apmennn, Pb
2 |Haumenosanwue noka-
3aresici kavecTsa:
2.1 Onucanne Buzyanbubrit COIT-KO-14-102 benwrit wam xenroBaro-Genbii
(cBoiicTBa) I'oPBILS.11 MOPOIIOK.
[MpakTH4eckn HeEpacTBOPHM B
BOJIe, pacTBOpHM B 96 % cnupre.
F®PBIL 5.9 O6nanaer noauMopdhuIMOM
2.2 MopmuuocTs
(naenTuduranms):
A. UK-cniektp I'®PBII, 2.2.24 | Paznen «llomnuunocts |A. WUndpaxkpacusiii cnekrp npo-
(npentudukauns) A»  |[nyckanus ucneiTyemoro obpasia
HJ1 Pb 1848C-2017, JIOJKEH COOTBETCTBOBATH HHppa-
w3m. Ne | KPacHOMY CHEKTPY MPONyCKaHus
CO cnupononaxtona (EP CRS).
B. TCX I'® PB I, 2.2.27 | Pasaen «Ilommunocts |B. Ha xpomarorpamMme HensiTy-

eMoro pacrsopa oOHapyKHBacT-
CA MATHO, COOTBETCTBYIONIEE 110
PACTIONOKEHHIO H pasMepy oc-
HOBHOMY MATHY Ha XpOMAaro-
rpaMMe pacTBOpa CpaBHEHHS.

C. OGpasyerca onajnecumpyro-
i pacTBOp KEJITOBATO-3¢jIe-
HOro muBeTa (MOXET BbINANATH
OCAJIOK).

Ot - 41 5o - 46 B nepecuere Ha
CYXO0€ BEIIECTBO

He Gonee 0,5 %
He Gonee 0,3 %
He 6onee 0,2 %
He Gonee 0,15 %
He 6onee 0,10 %

He Gonee 0,7 %

JIO/KHO NMOSBHTLCH CHHEE OKpa-
lUMBaHHe

He 6onee 0.5 %
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SLLISMIGTPS n3 B
Ne IMapamerpst Metoasl Mertoankn KpuTepun npreMaeMocTH
n/m KOHTPOJIS HCITBITAHHH

2.7 Cyneiarnas 3ona

2.8 Ocrarounsie Ko-
JIHYECTBA OpraHuve-

CKHX pacTBOpHTEIeH:

- METaHo
- TeTparuapodypan
- N,N-mmmetundgop-
Mamu

2.9 KosuecTBeHHOE
onpeaeneHue

I'oPBII, 24.14

I'® PB I, 2.4.24,
2.2.28

e PBII, 2.2.29

Paznen «Cynsdarnas
30/1a»

HJ1 Pb 1848C-2017,
H3m. Ne |

Pasnien «Ocrarounsie
KOTHHECTBa OpraHuye-
CKHMX pacTBOpHTENEH )
HJ1 PB 1848C-2017,
m3am. Ne |

Pasnen «Konnuecrnen-
HOe onpeaenenne”

HJ1 Pb 1848C-2017,
m3am. Ne |

He Gonee 0,1 %

FrePBIL 5.4

He Gonee 3000 ppm
He Gonee 720 ppm
He Gonee 880 ppm

He menee 97,5 % n He Gonee
102,0 % B nepecuere Ha cyxoe
BEIIECTBO

2.10 Muxpobuonoru- |I'® PB 11, 2.6.12, | Meroauka ucnbiranuit |'® PRI, 5.1.4
yeckas YHCToTa! 2.6.13 AM-12-0182/1
- ofee KONIM4ecTBo COIT-KO-12-197
aspobos (OKA) 10° KOE/r
- oDlIge KOIMYECTBO
rpu6os (OKI") 10* KOE/r
- Escherichia coli Orcyrersue B 1 r
3 |Or6op npob - B cooTBETCTBHH C KOH- -
TPOALHON Onepannon-
HO# 1poLeypoii:
COIT-KO-14-057,
COI1-KO-12-024
4 |O6Gbem KOHTPOIBLHOM - - AJl:30,0r
npobkl MBJI: 20,0 r
5 |Yenosus XpaHeHus - - B BO3yXOHENPOHHLAEMOM KOH-
TeHHEpE, B 3ALIHIICHHOM OT CBe-
Ta MECTe
6 |Cpoxk rognocts - - 4 rona
7 |Ynakoska - - [MonuaTHICHOBBIC MMAKEThi, BJIO-
eHHbIE B KapToHHble Gapabanbl,
a TaKxKe Apyrue BHIbI YNaKOBKH,
ofecrneynBalomMe  COXPAHHOCTD
CHIPbS HA MNPOTAKEHHH CPOKa
rO/IHOCTH
8 |Msrorosurens - - Tianjin Jinjin Pharmaceutical Co.,
Ltd., Kurait
9 |Kon - - 120221




