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2.2 IloMHHOCTD
(npeHTudUKaLns)
A. Y ienbpHOe ONnTH-
4ecKOoe BpalleHHe

B. UK-cniextp

C. Peaknus (a) Ha
XJIOPH/IbI

D. DnanTHOMepHas
4YUCTOTA

2.3 DHaHTHOMEpHAas
YHCTOTA!

- npuMecu G

2.4 Ilpumecs E

2.5 ComnyTcTBYy1O1IHE
IIPUMECH:

- IpuMecH A

- npuMecu B

- npumecH F

- cymma npuMeceit C
uD

- HecrieupHUIUPO-
BaHHbIC IIPUMECH

- CyMMa npuMecen
2.6 Bona

2.7 Cynbdarnas 30-
na

I'®d PBEII, ToMm 1,
5.11

['® PBII, Tom 1,
59

['® PBII, Tom 1,
2.2.7

I'd PBII, Tom 1,
2.2.24

'O PB I, Tom 2,
2.3.1

['® PE I, ToMm 2,
2.2.29

I'® PBEII, Tom 2,
2.2.29

['® PB I, Tom 2,
2.2.29
['®PBII, Tom 1,
2.2.28

I'd PBII, Tom 2,
2.5.12
['® PBII, Tom 1,
2.4.14

Paznen «Ilopnmun-
HOCTh (MaeHTUDHU-
Kauus) A»

HJI Pb 1847C-2017
Paspen  «lloamun-
HOCTb  (MAeHTH(]H-
kanus) By

HJI Pb 1847C-2017
Paszpnen  «llopmun-
HOCTh  (MaAeHTH(H-
kanus) C»

HJI Pb 1847C-2017
Pasnen  «DHaHTHO-
MEpHasi YUCTOTay»
HJI Pb 1847C-2017
Paspnen «DHaHTHO-
MepHasi YUCTOTa»
HJI Pb 1847C-2017
Pasznen «l Ipumecs Ex»
HJI Pb 1847C-2017
Pa3znen «Comyrer-
BYIOIIIUE TPUMECH»
HJI Pb 1847C-2017

Paznen «Boxa»

HJI Pb 1847C-2017
Paznen «Cynbdar-
Hasi 3071a»

HJI Pb 1847C-2017
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Ne [TapameTpsl Meroas! Meroauku Kpurepuu npuemieMoctu
n/n KOHTPOJIsI HCIIBITAHUH
1 [Ipumenenue Ceprpanut, TabJIeTKH MOKPHITHIE
IJIEHOYHOH 060s104K0o# 50 Mr

2 HaumenoBanue no-

Ka3aTesei KayecTna:

2.1 Onucanue BusyanbHblii; COII-KO-14-102 benbiit unu noutu Genblit KpucTai-

JIMYECKUH MOPOLIOK.

Maino pacTBOpUM B BOJE, YMEpEH-
HO HWJM MaJlo pacTBOpUM B Oe3-
BOJHOM 3TaHOJIE, MaJ0 pacTBOPHM
B alleTOHE U B 2-IIpONaHoJIe
O6nanaet noaumopdusMom

A. Ot + 38,8 1o + 43,0 B nepecyere
Ha Oe3BOJHOE BEIIECTBO, M3MEPEH-
Hoe 1ipu 25 °C

B. UK-cniekTp mporryckaHusi HCIIBITYye-
Moro oOpasla J0/DKEH COOTBETCTBO-
Batb MK-cnexkrpy mnpomyckanus CO
ceprpaymna ruapoxsiopus (EP CRS)
C. Jlaet peakuuio (a) Ha XJIOPUIBI

D. BeigepxuBaeT TpebOBaHUS
«DHAHTHOMEpHAs YUCTOTA»
He 6onee 1,5 %

He 6onee 0,2 %

He 6onee 0,2 %
He 6oinee 0,2 %
He 6onee 0,2 %
He 6ounee 0,8 %

He 6o1ee 0,10 %

He 6onee 1,5 %
He 6omee 0,5 %

He 6onee 0,2 %
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CrieunguKaums Ha UCXOAH b 3 Y CIIC-KO-14-0439-03
ARG b HbIA o
—CKICHTIRD
Ne [TapameTpsl Metonasl MeTtoauku Kpurtepun npuemiieMocTH
n/n KOHTPOJISI MCITBITAHU
2.8 Ocrarounsie ko- | ['® PB I, Pasnen «Octarou- I'®PBII, Tom 2,54
JMYecTBa opranuye- | ToM 1, 2.2.28 | HbIEe KOJIMYECTBA Op-
CKHX pacTBOpHUTE- raHUYECKHX pacTBO-
JIeH: puTenen»
- METaHOII HJ] Pb 1847C-2017 | He Gonee 3000 ppm
- dTHJIaLeTaT He 6onee 5000 ppm
- U30MPONUIIOBBIN He 6onee 500 ppm
bup
2.9 *Pasmep yactu | ['® PB I, =
- dip Tom 1, 2.9.31 He Gonee 21 Mkm
- dsg He 6osiee 60 MKkM
- doo He 6osee 176 MKM
2.10 KonuuecTBeH- ['® PBII, Paznen «Konuuect- | He menee 97,5 % u ne 6onee 102,0 % B
HOE OTpeie/IeHHe ToMm 2, 2.2.29 | BeHHOE ompejere- nepecyere Ha 0€3BOHOE BELIECTBO
HHE»
HJ] Pb 1847C-2017
2.11 Mukpobuono- | T'® PBII, Meroauka npuroa- | ['® PBIL, tom 1,5.1.4
ruyeckasl YucToTa: ToM 1, 2.6.12, | HOCTH
- obuee konuuecTso | 2.6.13 AM-12-0439
aspoboB (OKA) [IpoTokon Banmmna- 10° KOE/r
11U
MMV-MHU-12-079
- ob1ree KOJMYeCTBO
rpuGos (OKI') 10* KOE/r
- Escherichia coli OtcyrctBHE B 1 T
3 OT160p npob - B cooTtBeTcTBHM €O -~
- CTaH/IapTHOM orepa-
IMOHHOM  MpoLeay-
poi:
COII-KO-14-057;
COII-KO-12-024
4 O6beM KOHTPOJIb- - - AJI:52,0r
HOH NpOoOBI MBJI: 20,0 r
5 YcoBusi XpaHEHHS - - B 110THO 3aKpbITOM KOHTEHHEpE, B 3a-
[IMIIEHHOM OT CBETa MECTEe NPU TeMIIe-
partype He Bbime 25 °C
6 Cpok rogHoCTH - - 5 ner
7 VYnakoBka — - JIBOWHOM  TOJMAITUIIEHOBBIH  MEIIOK,
MOMEIIEHHBIH B TOJMATUICHOBBIH Oa-
pabaH, a TaKKe APyrue BUAbI YIIAKOBKH,
o0ecnevynBaroIne COXPAHHOCTH ChIPbs
, B TEYEHUE CPOKA FOHOCTH.
8 N3rotoBuTtesn — - Lee Pharma Limited, Unaus
9 Kon - - 120168

O6pasubl — 900019

* — JlononuutensHoe TpeboBanne OAO «b3MITy.





