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2.2 TlogIMHHOCTD
(upeHTHUKALHA)
AbGcopburoHHas
cniekrpodoTo-
MeTpHs B HH(ppa-
KpacHo# obiacTu

2.3 IIpumecs E

2.4 ComyTCcTBYIO-
e TPHMECH:

- IpUMECh A

- nmpumech D

- HecrieupHupo-
BaHHasl IPUMECH
- CyMMa IpuMe-
cen

2.5 Tsxensie Me-
TaJUIbl

2.6 Bona

2.7 CynbdarHas
30J1a

2.8 OcTaTo4HBIE

.11

I'®d PBIL Tom 1,
2224

[®PBII, Tom 1,
2.2.27
I'® PH 1L, ToMm 2,
2.2.29

['®dPBII, Tom 1,
2.4.8, meTon C

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

['®PBII, Tom 1,

Pasnen «ITomITHHHOCTH
(upeHTHGUKALHA)»
HJT Pb 0731C-2020

Paznen «ITpumecs E»

HJI P 0731C-2020
Pasnen «ComyTCTBYIOILIHE
IPUMECH»

HJT PB 0731C-2020

Paspgen «Tspokensie meran-
JIBI»

HJI PB 0731C-2020
Paznen «Boma»

HJT P 0731C-2020
Pasnen «CynbdaTtHas 30-
Ja»

HJ1 PB 0731C-2020
Pasnen «OcTaTO4YHbIE KO-

Ne [TapameTpel Metozbl MeTtoauku Kputepun npuemMiIeMocT
n/n KOHTPOJIs HCIIBITAHUI
1 [Tpumenenue FOBena, kancynsl 50 Mr 1
100 mr
Manarpa, TabJIeTKH MOKPBITBIC
rIeHouHoi obonoukoi 50 Mr
u 100 mr
2 HaumMeHoBaHHE
nokasaresei Ka-
4ecTBa:
2.1 Onucanune Bu3syasibHbIH; COIT-KO-14-102 Benpii wiM modtd Oelblii Kpu-
(cBolicTBa) ['® PBII, Tom 1, crayumueckui nopomok. Crer-

Ka rurpockornuyeH. Mao pac-
TBOPUM B BOJE M METaHOJE,
IPaKTHYECKH HEPacTBOPUM B
reKcaie

MK-cniekTp MpoIyCKaHUus HC-
neITyeMoro obpasua JI0JDKeH
coorBercTBoBaTh HMK-CriekTpy
npomnyckauusi CO cunaenadu-
na murpara (EP CRS) wm
CIIEKTPY, MPEACTaBJIEHHOMY Ha
pucyHke 1

He 6omnee 0,1 %

He 6ouee 0,15 %
He 6ouee 0,15 %
He 6onee 0,10 %
He 6onee 0,5 %

He 6onee 0,002 % (20 ppm)

He 6ouee 2,5 %

He 6onee 0,1 %

['®d PBII, Tom 2, 5.4

KOJIMYECTBA Op- 2.4.24,2.2.28 JIMYeCTBa  OPraHHYECKHX

raHH4ecKuX pac- pacTBOpHTEJIEH)

TBOPUTEJICH: HJI PB 0731C-2020

- METAHOJI He 6osee 3000 ppm
- THJIALleTaT He 6osee 5000 ppm
- alleTOH He 6oaee 5000 ppm
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OAO «B3VIh (410N HEN
Cneundukalms Ha UCXO/IHbIE MaTepHaIbl C-KO-14-0180-10
LY N JLnt Cl’p.3 H33
Ne [TapameTpsl Mertoe! Metoauku Kputepuun npuemieMocTH
n/n KOHTPOJIs UCIIBITAHHH
- METHJIEHXJIOPH L He 6onee 600 ppm
2.9 Konuuect- [®PBIL tom 2, |Pasmen «KomuuectBennoe | He meHee 98,0 % u He Ooisee
BEHHOE oIlpejie- 2:2:29 OIpeaesIEHUEe» 102,0 % B mepecuéte Ha Oe3-
JICHHE HJI Pb 0731C-2020 BOJIHOE BEIIIECTBO
2.10 Mukpo6uo- | I'® PBII, Tom 1, | Meroauka npHroIHOCTH [®PBIl,TOM 1, 5.1.4
noruyeckas yue- | 2.6.12,2.6.13 AM-12-0180
TOTA: [TpoTOKOJ BaMAALHH
- obiee Koauye- MMV-MHU-12-043
CTBO a3po0oB
(OKA) 10° KOE/r
- ob1ee Koauye-
CTBO IrpubOB
(OKI) 10> KOE/r
- Esherichia coli OrcyrctBue B1T
3 OTt6op npob - B cCOOTBETCTBUH C KOH- -
TPOJIBHOM OTNepallHOHHOM
pOLEAyPOH:
COII-KO-14-057,
COIT-KO-12-024
4 OOBeM KOH- - = AJl: 150r
TPOJIbHOH MPOOKI MBJI: 20,0 r
5 YcnoBus XpaHe- - - B m10THO 3aKpBITOM KOHTEH-
HUS Hepe
6 Cpok roqHoCTH - - 5 ner
7 YnakoBka - - JIBOMHBIE MOJIUITUIIEHOBBIE
[1aKeThI, YIIAaKOBAaHHBIE B I10JIH-
3THIJIEHOBBIE OapabaHbl, a Tak-
K€ JIpyrue BUJIbI yIIaKOBKH,
obecrneynBaroOIINe COXpaH-
HOCTB CBIPbsl B TEYEHHE CpOKa
TOJIHOCTH.
8 W3sroroBuTeb - - Jagsonpal Pharmaceuticals Li-
mited, Uuaus
9 Kox — — 120144
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