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W HATPHA TTHKOJIAT

2.5 PacTBOpHMBIC B
BOJIC BELICCTBA

2.6 Taxennle metan-
bl

2.7 lToreps B Mmacce
NPHU BLICYIIHBAHHH

2.8 Cynsdarnas 30-
na

cTp. 564

I'® PE I, Tom 2,
crp. 565

' PBEII 2.4.8,
MeTon A

e PBI1, 2.2.32

I'®dPBII2.4.14

PH/L H HATPHA TTHKO-
JIAT»

I'® PB I, Tom 2,

cTp. 564

Pasnen «PactBopumsie
B BOJIC BELIECCTBaY

I'® PB I, Tom 2,

crp. 565

Pasnen «Taxensie Me-
TAJLIBIY

'® PBIL, tom 2,

cTp. 565

Pasnen «Iloteps B mac-
Ce [PH BBICYILIHBAHKH
['® PB I, Tom 2,

cTp. 565

Pasnen «Cynbdarnas
3ona»

I'®d PBE 1L, tom 2,

crp. 565

Ne [MTapameTpsi Metozas! Meroamnku Kputepun npuemiemoctu
n/n KOHTPOJIs HCIIbITAHH A
1 [Ipumenenune B xauecTBe BCIIOMOraTeNLHOIO
BELLECTBA JU1S [IPOH3BOICTBA
JITL.
2 Haumenosanue no-
Kasaresiei KavecrTsa:
2.1 Onucanne Busyansubiii; COI1-KO-14-102 benwiit wam  ceposato-Oesnbiit
(cBoficTBa) 'O PBIL S5.11 MOPOIOK.
[TpakTHYECKH HepacTBOpHMA B
aterone, yraHosne 6e3BOIHOM H
TOJIyO!Ie.
2.2 lMojmHHOCTS
(naeHTHUKaLHA)
A. KayecrBennas 'O PBIL tom 2, | Paznen «lloumnnocts | A. Mcniiryemsiit oGpasen ab-
peakuma cTp. 564 (naenTuduxanus) Ay copOMpyeT METHIICHOBbIH CH-
I'® PB I, Tom 2, HHH M OCeaeT B BUJE CHHEH
crp. 564 BOJIOKHHCTOH MAcChl.
B. Kauecrsennas 'O PEIL tom 2, | Pasnen «llopmuunocts | B. Ha rpannue passena nosis-
peaxkuus cTp. 564 (mnenTuduxaums) By JIETCS KpacHOBATO-
['® PB 1L, Tom 2, (dHoseTOBOE OKpalLIMBAHKE,
cTp. 564
C. Peakuns (a) Ha ' PBII, 2.3.1 Pasnen «Ilojumunocts | C. PacTtBop, NpHroToBJIeHHBIA
HaTpHit (uaentudukauns) C» | w3 cyasdarHol 30761, nOIY-
I'® PB 11, Tom 2, YeHHOH B McnuITanun «Tsxe-
crp. 564 JIbIE MCTAUIBI» JaeT PeaKiHio
(a) na HaTpuii,
23 pH F®PBIL 223 Paszen «pH» Or 5,0 10 7,0
I'® PB I, Tom 2,
cTp. 564
2.4 Harpusa xnopuat | F® PBII, rom 2, | Pasnen «Harpus xio- He Bonee 0,5 % (B nepecuere

Ha CYXO0€ BEIIeCTBO) cymMmap-
HOI'O TPOLCHTHOIO COJIepiKa-
HHA HATPHA XJI0pHJIa U HATPUA
IJIHKOJIATa

He 6onee 10,0 %

He Gonee 0,0020 % (20 ppm)

He 6onee 10,0 %

Ot 14,0 % no 28,0 % (B nepe-
CYETE HA CYXOE€ BEIIECTRO)
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Ne
n/n

[TapameTpsi
KOHTPOIS

MeTtoasl

MeToaukn
HCIBITAHHH

Kpurepun npuemiaeMocTH

2.9 Ocraro4usie Ko-
JTHYECTBA Opranuve-
CKHX pacTBOpHTE-
Jeit:

Accent Microcell
Pvt. Ltd., Huaus:

- 3TAHOI

- DFE Pharma
GmbH & Co. KG,
['epmanus (npous-
BOJICTBEHHAA 110~
majaka DFE Pharma
B. V., Hunepnausr)
- 3TAHOJ

JRS Pharma, Unaus:
- 3TAHOJI

2.10 Ob6vem ocasika

2.11 Crenens 3ame-
HICHHS

I'dPBII, 2.4.24,
2.2.28

I'd PBIL Tom 2,
cTp. 565

I'® PBII, Tom 2,
cTp. 565

MH-14-ADU-001-01

Pasnen «O6nem ocan-
Ka»

I'® PB I, Tom 2,

cTp. 565

Pasnen «Crenens 3a-
MEILICHHAY

I'® PE 11, Tom 2, c1p.565

F'OPBIL 5.4

He Gonee 3.0 %

He 6onee 6,0 %

He 6onee 3,0 %
Ot 10,0 ma1 10 30,0 ma

Ot 0,60 no 0,85 (B mepecuere
HA CYXO0€ BEIIECTBO)

2.12 Mukpobuono- |I®PBII, 2.6.12, | Meroauka npuroano- | '@ PBII, 5.1.4
ruyecKas YHCcToTa: 2.6.13 CTH
AM-12-0125
- oblee KoIM4YecTBo [TpoTokon BaTHAAIHH
aspobos (OKA) MMV-MH-12-1557 10* KOE/r
- obmiee KonHYyeCTBO
rpubos (OKI') 10° KOE/r
- Escherichia coli OtcyretBue B | 1
3 Ot6op npob - B cooTBETCTBUH € KOH- -
TPOJILHON ONepalHoH-
HOM npoueypoi:
COI1-KO-14-057,
COI1-KO-12-024
4 O6beM KOHTPOIIb- - - AJl: 1200r
HOMH po6sI MBJI: 10,0 r
5 Yenosus XpaHeHHs - - B m10THO 3aKpLITOM KOHTEH-
Hepe
6 Cpok rojiHocTH - - 4 rona - JRS Pharma, Unans
S ner - Accent Microcell Pvt.
Lid., Unans
5 aer - DFE Pharma GmbH &
Co. KG, I'epmanus (npous-
BojcTeenHas miowanka DFE
Pharma B. V., Huaepnanasi)
7 Ynaxkoska - - [lonusTHaeHOBLIE MNaKeThl, a

TAK®Ke JAPYrHe BU/Ibl YIIAKOBKH,
obecneynBaloLUe CoXpan-
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Ne
n/n

[Tapamerpbi
KOHTPOJISA

Metobi

MeTtoauku
UCITBITAHHHA

Kpurepns npuemMaeMocTH

HOCTH CBIPpbH Ha MNPOTAKCHHH
BCEIro CPpOKa roJIHOCTH

H3rorosures

Accent Microcell Pvt. Ltd.,
Huaus

DFE Pharma GmbH & Co.
KG, IN'epmanna (npon3soact-
Bennas miowaaka DFE Phar-
ma B. V., Huaepnananr)

JRS Pharma, Unaus

Kon

80056







