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JK3IEMIJIRD CT!).Z u3 4

Ne [TapameTpsr Metozasl MeTtoauku Kpurepuu
n/n KOHTPOJIsA UCIIBITAaHUH MPUEMJIEMOCTH
1 | Ilpumenenue - - HucratuH, TablIeTKH, OKPBITHIE
rwieHouHoi obosouxoii S00 000 EJ]

2 | Haumenosanwue no-
KazaTeJiel KayecTna:
2.1 Onucanue BusyanbHbli COIT-KO-14-102 [Topoiok OT KeJNToro 10 CBET-
(cBolicTBA) [®PBIL S.11 JIO-KOPUYHEBOI'O 1IBETA, T'HIPO-

2.2 llopnuHHOCTD
(uaeHTHUKaALUA):
A. Y®-cniektpodo-
TOMETpUS

B. UK-cnektp

C. KayecTBeHHas
peakuus

D. KauecTBeHHas
peaxkuus

E. BDXX

I'd PBII, 2.2.25

[®PBII 2.2.24

B cooTtBeTcTBUH
¢ HJI

B coorBeTcTBHH
¢ HJT

F'®PBII, 2.2.29

Paznen «IlomiMHHOCTD
(upentudukaums) A»
HJI Pb 0821C-2016
(pemaxuus 2023 r)

Pasznen «llopnuaHOCTH
(upentudukanus) B»
HJI Pb 0821C-2016
(penaxums 2023 r)

Pasznen «llogqmmHHOCTB
(upentudukanus) C»
HJ] Pb 0821C-2016
(penakuus 2023 r)
Pasnen «[lommmuuHOCTD
(upenTuduxauus) D»
HJI P 0821C-2016
(penakuus 2023 r)
Paznen «ITomqmmHHOCTD
(upentuduxauus) E»
HJ1 Pb 0821C-2016
(penaxums 2023 r)

CKOMUYHBIN.

[lpakTH4YeckH HEPacTBOPHM B
BO/JI€, JIETKO PacTBOPHM B JHMe-
tuiapopMamMuie M JIMMETHII-
cyabdoKcHie, Majao pacTBOPHM
B MeTaHOJIe, NPaKTHYECKH He-
pPacTBOPUM B CITHPTE.

A. PacTBOp MMEET MaKCHMYMBI
noryoweHus npu 230 HM,

291 um, 305 M u 319 HM, U
mieqo npu 280 uM. OTHOLIEHHE
ONTHYECKHX IJIOTHOCTEH:
A29|/A305 — 0T 0,61110 0,73;
A3|9/A3()5— oT 0,83 a0 0,96;
A230/A280 —OT 0,83 a0 1,25.

B. UHdpakpacHbli CIIEKTP MPO-
MyCKaHHsl HCHBITYeMOro obpas-
Ha JIOJDKEH COOTBETCTBOBATh
MH(PpaKpaCHOMY CIEKTPY IpO-
nyckauus CO uucratuna (EP
CRS) unu cnexkrtpy, NpeacTaB-
JICHHOMY Ha pucyHKe 1.

C. lNosBsieTcss KOPUUHEBOE
OKpallluBaHHE

D. llosiBuBLICECS KOPHYHEBOE
OKpallWBaHHE I0J/DKHO NEPEHTH
B ¢uoseToBoE

E. Bpems yaep)xuBaHHsi OCHOB-
HOro IMHKa Ha XpoMarorpamme,
MOJIyYEHHOH C  HMCIBITYEMBIM
pacTBOpOM, JIOJDKHO COOTBET-
CTBOBaTb BPEMEHH YJIEpXKHBa-
HHUS OCHOBHOIO ITHKa Ha Xpoma-
TOrpamMme, IOJYyYEHHOH C pac-
TBOPOM CpaBHEHMUsI (a)
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Ne [TapameTpsl Meronsl MeTtoauku Kputepun
n/n KOHTPOJIS HCITBITAHU I MPHEMJIEMOCTH
2.3 Onruueckas ['®d PBII, 2.2.25 | Paznen «OnTuyeckas He menee 0,60
MJIOTHOCTD IJIOTHOCTBY
HJ1 Pb 0821C-2016
(penaxums 2023 r)
2.4 Cocras: ['® PB1I, 2.2.29 | Paznen «CocTtaB»

- HUCTATHHA A

- 110060ro Apyroro

COC/IMHEHHUs

2.5 Iloreps B macce
MPH BBICYLIMBAHUH

' PBI, 2.2.32

2.6 Cynbdarnas 30- | '@ PBII, 2.4.14

J1a

2.7 OcTraTo4HbIE KO-
JIMYECTBa OpraHuye-
CKHX pacTBOPHTEJICH:

HJI Pb 0821C-2016
(penakuus 2023 r)

Pa3nen «Iloreps B mac-
Ce MPH BBICYIIHBAHUH
HJI Pb 0821C-2016
(penakuus 2023 r)
Pasnen «Cynbdarnas
30J1a»

HJI Pb 0821C-2016
(penakuus 2023 r)
Pasnen «OcratouHble
KOJINYECTBA OpraHuye-
CKHX pacTBOPHTEJIECH»

He menee 85,0 %
He 6oee 4,0 %

He 6onee 5,0 %

He 6ouee 3,5 %

- alleToOHa I'®dPBII, 2.4.24 | HI P 0821C-2016 He 6onee 5000 ppm
- MEeTaHoJ1a ['® PBII, 2.4.24 | (penakuus 2023 r) He 6onee 3000 ppm
- H-OyTaHosa ['®PBII 2.4.24 He 6onee 1000 ppm
- ME3UTHJIOKCHL I'd PBII, 2.2.28 He 6onee 200 ppm
- 2-MeTuI-2- ['®d PBII, 2.2.28 He 6onee 200 ppm
OyTeHalb
2.8 KomuectBennoe | I'® PBII, 2.7.2 | Pa3nen «KonuuectBen- | AxtuBHOCTb He MeHee 5000 EIl/mr
ornpejeaeHue HOE OIpe/Ie/IEHUE) B IIepecyeTe Ha CyX0e BEIIECTBO
HJI Pb 0821C-2016
(penaxuus 2023 r),
COIT-KO-12-052
2.9 Mukpo6uonoru- | ['® PBII, Mertonuka ucneitanuit | T'® PRI, 5.1.4
yeckasl YUCTOoTa: 2.6:12;2.6.13 AM-12-0175/2
- ob1ee KOJIMYECTBO COII-KO-12-197
aspo6oB (OKA) 10° KOE/r
- o011Iee KOJIM4eCTBO
rpu6os (OKTI') 10> KOE/r
- Escherichia coli OtcytctBHE B | T
3 | Or6op npob - B cooTBeTcTBHH CO -
CTaHAapTHOH oneparu-
OHHOM MpOLETYypOH:
COII-KO-14-057,
COI1-KO-12-024
4 | O6beM KOHTPOJIb- — = AJl: 250r
HOM 1poOBI MBJI: 21,0 r
5 | YcnoBus xpaHeHus - - B BO31yXOHEIIPOHUIIAEMOM KOH-

TeifHepe, B 3alUIIEHHOM OT CBe-
Ta MECTe
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Ne [TapameTtpsbl MeTtobl MeTtoauku Kpurepuu

n/n KOHTPOJISA UCIIBITAHUH PUEMJIEMOCTH

6 | Cpok roaHOCTH - - 3 rona

7 | YnakoBka - - B noJIM3TUIIEHOBBIE MEIIKH — T10
50 mapa EJl akTtuBHOro Belle-
CTBa.
[To 2 Memka nomewaOT B JpYy-
roif IMOJIMITUIICHOBBIH MEIIOK,
KapTOHHYIO KopoOKy (100 mupa
EJ] akTHBHOTO BelllecTBa )

8 | U3rortoButens — — VUAB Pharma a. s., Yermckas
Pecnybinka

9 | Kon - - 120044




