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Cneuundukauus Ha UCXO/IHbIe MaTepPHAJIbI tlaadil CIIC-KO-14-0324-04
! S e Giea i did g C'I‘p.2 u3 3

Ne [TapameTpsl MeTtoast Metoanku Kpurepuu npuemiiemoctu

n/n KOHTPOJIs HCIIBITAHUH

1 [Tpumenenune B kadectBa BcmomorareiabHOTro
BEIIECTBA Ul MPOM3BOJACTBAa Tab-
JIETOK

2 HaumenoBanue 1o-

Kazarejiel KkauecTna:

2.1 Onucanue BusyanbHblii COIl-KO-14-102
(cBoMCTBA) ['® PBII,
ToM 1, 5.11

2.2 IToqmmHHOCTD

benbiit uiin noutH Oesblid, MEJIKHIA,
JIETKOCBHIMTYYHd 1mopommok. OdveHb
THIPOCKOITHYEH.

[IpakTHYecKkH HepacTBOPHM B Me-
tunenxnopuge. OOpasyer mouy-
MPO3paYHyIO CYCIIEH3HIO B BOJIE.

(npeHTHdUKALUSA)
A.pH ['® PBII, Tom 1, | Paznen «Iloanun- A. Bbliep)KMBaeT UCHBITAaHHE
2:2.3 HOCTh (MaeHTU(UKa-
uus A »
['®PB I, Tom2, ctp. 720
B. KauecTtBeHnHas I'd PE 11, Tom 2, | Pa3zen «[Tommun- | B. O6pa3yer cycneH3uio, KoTopas
peakuus cip. 720 HOCTh (MIeHTHU(UKA- | OcedaeT Mocie OTCTanBaAHUS
uus B)»
['®PE II, Tom 2, c1p. 720
C. KayecTBeHHas ['® Pb I, Tom 2, | Pa3nen «[Tommn- | C. PacTBOp OKpauMBaeTcs B CHHHIA
peakuus cip. 720 HOCTb (MaeHTH(HKA- | WK QUOJIETOBBIM I[BET
s C)»
['®PE I, Tom 2, c1p. 720
D. Peaknus (a) Ha ['® PB 11, Tom 2, | Pa3nen «[Topmun- | D. Jlaet peakuuto (a) Ha HATpHi
HaTpuH 2.3.1 HOCTb (MIEHTH(HUKA-
uus D)»
['®PB II, Tom 2, c1p. 720
2.3 Ilpo3payHocTh ['® PBII, Tom 1, | Pa3nen «IIpo3pau- | PactBop nomkeH ObITH mpo3pay-
pacTBopa 2.2.1 HOCTBb pacTBOpa» HBIM
['®PE 11, Tom 2, c1p. 720
2.4 lietnocts pac- |I'® PBII, Tom 1, | Paznen  «lIBetHocTh | PacTBOp nomkeH ObITh OecuBert-
TBOpa 2.2.2,meron Il | pactBOpa» HBIM
['®PB II, Tom 2, c1p. 720
2.5 pH ['® PBII, Tom 1, | Paznen «pH» Ot 5,5 07,5
223 ['®PE 11, Tom 2, c1p. 720
2.6 Hatpus rimko- I'® PBII, Tom 1, | Paznen «Hartpusi rimu- | He 6onee 2,0 %
JIAT 2.2.25 KOJIAT»
[®PB II, Tom 2, c1p. 720
2.7 Hatpus xynopun | '® PB 11, Tom 2, | Paznen «Harpus xio- | He 6osee 7,0 %
2.2.20 puI»
['®PB II, Tom 2, ctp. 720
2.8 XKeneso ['® PBII, Tom 1, | Pa3znen «XKenezo» He 6onee 0,0020 % (20 ppm)
249 [®Pb I, Tom2, c1p. 721
2.9 Taxensie metan- | '@ PB 11, Tom 1, | Paznen «Tsxensie | He 6onee 0,0020 % (20 ppm)
JIBI 2.4.8, meton D METaJUIBI»
[®Pb ILTom2, c1p. 721
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SN it | Crp.3 u33
Ne [TapameTpsr MeTtoabl Meroauku Kpurepuu npuemnemoctu
n/n KOHTPOJISI UCIIBITAHHH
2.10 Tloreps B macce | '® PB I, Tom 2, | Paznen  «Iloreps B | He 6onee 10,0 %

IPU BBICYLIMBAHHH

2.:2:32

Macce MpH BbICYIIH-
BaHHUH»

['®PB II, Tom 2, c1p. 721
2.11 KonuuecTBeH- ' PBII, Tom 2, | Pasnen  «Komuuect- | He menee 2,8 % u He Gonee 4,2 %
HOE OIpe/IeJICHHE 2.2.20 BEHHOE OIpE/ICTICHHE)» | HATpUsl B MEpPEcUYeTe Ha IMPOMBITOE
['®Pb [LTom2,cp. 721 | 80 % cnupTroM M BBICYIIEHHOE Be-
IIECTBO
2.12 Muxkpobuono- | I'® PB 11, Tom 1, | Merommka npuroHocH [®PBIl,ToM 1,5.1.4
ruyeckasi YucToTa: 2.6.12,2.6.13 AM-12-0324
- obmiee KOJIM4eCTBO [Iporoxon Bamaimm
aspo6oB (OKA) MMV-MU-12-067 10° KOE/r
- of1ee KoMyecT-
Bo rpu6os (OKI') 10 KOE/r
- Escherichia coli OtrcyrctBUe B 1 1
3 OTt6op npob = B coorBetcTBHH CO -
CTaHJApTHOM oreparu-
OHHOM IPOLIETYPOH:
COIT-KO-12-024;
COIT-KO-14-057
4 O6beM  KOHTpPOJIb- - - AJl: 62,0r
HOM 1po6bI MBJI: 20,0 r
5 YcnoBust XpaHEeHHS = - B Bo3ayxoHENmpOHHIIaEMOM KOH-
TelHepe B 3allMIIEHHOM OT CBeTa
MecCTe.
6 Cpoxk rogHocTH - = YKa3bIBaeTCs H3rOTOBUTEJIEM.
7 VmakoBka = — [TonuaTHIIEHOBBIE IIAKETHI, BJIO-
JKEHHBIC B IMOJHITHUICHOBBIE €MKO-
CTH, a TaK)Ke JAPYTHe BHUIBI yIIaKOB-
KH, obecrieynBaloIfe COXpaHHOCTh
CBIPbsl B T€YE€HHE CPOKa MOJHOCTH.
8 H3roroBurens — = DFE Pharma GmbH & Co. KG,
['epmanus
Roquette, @panuus
9 Kon - - 80005





