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CrneunpuKaums Ha HCXOIHbBIE MATEPHAIIBI

- :»1%4-2095-13
3

Ne [NapameTpri Meros! MeTtoauku Kpurepun npueMaemMocTs
n/n KOHTPOJIA HCNbITAHUHA
1 [Tpumenenne - - B kadecTBe BCIOMOraTelbHOTO
BemecTsa npu nponssoncrse JII
B COOTBETCTBHH C NMPHIOKEHHAMH
Nel,No2, Ne 3
2 Hanmenosanue mo-
Kasaresiell KavecTsa:
2.1 Onucanue Busyanbusiit COIT-KO-14-102 Ouennr Menkuit MatoBslil nopo-
(cBoiicTsa) I'®PBIIL S5.11 oK OT GeNnoro A0 cierka xearo-
BATOTO LBETA, MPH CHKATHH MEXILY
NaabIlaMH CKPHITHT.
[NpakTHYeCKH HEpPacTBOPHM B XO-
noawoif Bozie u B 96 % cnupre.
Hannune 3epen kpaxmana ¢ 06-
NMOMAHHBIMH  HJIH  HEPOBHBLIMH
KpasMH BO3MOXHO B HCKIIOYH-
TeNLHBIX CAyYasX.
2.2 lopnuuuocTs
(maenTudukanns):
A. MEKpocKOnHs I'®PBII, 2823 | Pasnen «Ilojumnnocts | A. Coorsercrsue pucyHky 0344.-1
(npenTHdHKaHg) A»
I'® PBII, Tom 2,
crp.572
B. Kayecrsennas e PBII 2.3.1 Pasnen «[lowmnrocts | B. OGpaszyercs MyTHbIH BOASHUC-
peaxums (unentuduxanus) By ThIH Kneicrep
I'® PBII, Tom 2,
ctp.573
C. KayecTsennas I'OPBILL 23,1 Pasnen «llowmunocte | C. lNossasercs okpacka oT opas-
peakumns (nnenTudukamus) C» | KeBO-KpacHOH [0 TEMHO-CHHE,
I'® PBII, Tom 2, HcHesaloas NpH HarpesaHuH
cTp.573
23 pH T'®PBIL 223 Pasnen «pH» 014,010 7,0
I'® PBII, Tom 2,
cTp.573
2.4 Tlocropornne 'O PBII, 2.8.23 | Pasnen «lloctoponnne | [lpu u3yudeHHn noj MHKpPOCKONOM
BELIECTBA BeLIEeCTBaY ¢ ucnoaszopanueM 50 % (06/06)
I'® PB I, Tom 2, pacTBopa [IJIHICPHHA JIO/DKHBI
ctp.573 obuapyxupatbcs He Oonee uem
CJIeIOBbIE  KOJIMYECTBA YaCTHII,
OTJIHYHBIX OT 3€PeH Kpaxmauna.
[lpucyrcTBHe 3epeH  Kpaxmaia
moBoro APyroro MpoOHCXOKIACHHA
HE JIonycKaeTcs
2.5 Oxuensomme 'O PBIL, 2530 | Pasnen «Oxucnmomme | He 6onee 0,0020 % (20 ppm),
BelecTsa BellecTsa» B nepecyere Ha H,0;
I'® PB I, Tom 2,
cTp.573
2.6 Cepnl 1HOKCH] F®PBIIL 2529 | Pasnen «Cepsi muokeun» | He Gonee 0,0050 % (50 ppm)
I'® PBII, Tom 2,
c1p.573
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Kournonsueg

CrienudHKALNA HA HCXOAHBIC MATCPHAITHI Mo " CIIC-KO-1 5-13
T = Sneciliges3
Neo [MapameTps Metons Meroauku Kputepuu npueMaeMocTH
n/n KOHTPOJIA HCIILITAHMH
2.7 Keneso I'oPBIIL 249 Pasnen «XKenezon He 6onee 0,0010 % (10 ppm)
I'® PB I, Tom 2,
crp.573
2.8 [Norepa s macce |T'®PBII, 2.2.32 | Pasnen «[loreps B mac- | He Gonee 15,0 %
NpH BBICYIIHBAHHH ce MPH BBICYIITHBAHHHE»
I'®d PB I, Tom 2,
cTp.573
2.9 Cynppathas 30- | [® PBII, 2.4.14 | Pasnen «Cynsdarnas He 6onee 0,6 %
na 3051a»
['® PBII, Tom 2,
ctp.573
2.10 Mukpobuono- |TI'® PBII, 2.6.12, | Meroauka uensirannit | T PBII, 5.1.4
ruYecKas 4YucTora: 2,6.13 AM-12-0095
- ob1ee KOJMHYeCTBO COIl-KO-12-197
aspobos (OKA) 10’ KOE/r
- obiee KONIHYECTBO
rpu6os (OKI') 10> KOE/r
- Escherichia coli Orcyrcreue B 1 r
- Salmonella Otcyrerene 8 10 ¢
3 Or6op npob - B cooTsetcTBHE CO -
craHfiapTHOH onepaum-
OHHO# npouexypoi:
COIT-KO-14-057,
COI1-KO-12-024
4 | O6beM KOHTPOJIBLHOM ~ - AJl: 2500 r
npoOsI MBJI: 30,0 r
5 | Yenosus xpaneHns - - B xopomo npoBeTpHBaeMbIX CKJIa-
nax 6e3 NOCTOpPOHHEro 3anaxa, npH
OTHOCHTEJIHOM BJIKHOCTH BO3JIY-
xa He bonee 75 %
6 | Cpok rogHocTH ~ -~ YKa3bIBaeTCH MPOH3BOAHTEIEM
7 | Ynakoska - - B MHOrocnofitsic OyMaxHble WIH
MOJMITHICHOBbIC MEIIKH, & TAKKE
ApyrHe BHIbI YNAKoBKH, obecrne-
YHBAKOLIHE COXPAHHOCTH ChIPhA HA
TIPOTAKEHHH CPOKA I'OJIHOCTH
8 | Harorosurens - - ANHUI SUNHERE PHARMA-
CEUTICAL EXCIPIENTS CO.,,
LTD., Kuraii
Cargill Deutschland GmbH, I'ep-
MaHHA
ROQUETTE, ®panuns
9 | Kon — - 80137




{OHTPONEHEM
2K2EMANAP

Cargill Deutschland GmbH, I'epmanns:

l. AsuTpomuumH, TabneTKH NOKPLITEIE TICHOWHONH 06onoukoit 500 Mr

2. AnbGennason, TabneTkH NOKphITHIE MIeHOUHOM 06onouxoit 200 Mr

3. Anbennazon, Tabnerkn NOKphITHIE IIeHOUHO#H o6onouxoit 400 Mr

4. Ansbenmauna®, TabneTkH, MOKpLIThIC NaeHOYHOM 06onoukoif, 400 Mr
5. Atenonon, tabnerkn 50 mr u 100 Mr
6
-
8

[Mpunoxenue

. Baconponon, TabneTku, NoKphIThie rUieHouHoH obonoukoi, 2,5 Mr, 5 Mru 10 Mr
. JEKCxkeronpoden, TabneTkn, NokpeIThie MICHOYHOH 000104K0i, 25 Mr
. Kanrronpus, raGnerxu 25 mMr
9. Kantonpun, Tabnerxku 50 Mr
10. Knmapganun, kancynast 150 mrou 300 mr
11. Jlesamu3zon, Tabnerkn 50 mr u 150 mMr
12. JInsunonpun+l uapoxnopruasun, rabnerkn 10 mr/12,5 mr u 20 Mr/12,5 Mr
13. Jlonepamuna raIpoxXaopuL, Kancyist 2 Mr
14. Manpotunas, TableTki NoKpsiThie IIeHOYHOH 000104KOMH 25 Mr
15. Merpornaason, Tabnerku 250 mMr
16. Humecynun, rabnerkn 100 mr
17. lNponadenon, rabaerku, nokpuiTsie mwieHouHo# obonoukoit, 150 mr
18. Crimpononaxton, kancyasi 50 mr u 100 mMr
19. Punsun, rabnerku
20. Cnasmaron, Tabnerkn S00 mr/5 mr/0,1 mr
21. XnopnpoTHkceH, TaGneTKu NOKPHIThIE MIeHOuHOMH o6onoukoit 15 mr, 25 mr, 50 Mr
22, lunpoduokcanus, Tabnerk, nokpeirsie mwieHouyHoi obonoukoi, 250 mr u 500 mr
23. Dnananpun, Tabnerku S Mr u 10 Mr
24. Dnananpun, Tabnerku, 20 mr
25. Dram3unar, tabnerku 250 mr



Al KonTponsHe

[punoxenne cf..;uaﬁhﬂﬂp

ROQUETTE, ®panuns:

A3UTPOMHUIMH, TaONETKH MOKPBITHIE MIeHO4HO#H obonoukoit S00 mr

Anbenznason, TabneTkn NoKpeIThie mieHo4Ho#i obonouxoi 200 Mr

Anbennaszon, TabneTkn NOKphIThIe NiieHouHO#H 060104k 400 Mr

ATtenonon, tabnerxn 50 mr u 100 Mr

Buconponon, TabneTku, NOKphIThie IeHOuHOH obonouxoi, 2,5 mr, 5 Mr u 10 Mr

Kanronpun, rabnerku 25 mMr

Kanronpun, tabnerkn 50 mMr

Knungauun, kancynast 300 mr

Jiwsunonpun+I uapoxnopruasua, Tabaerkn 10 mr/12,5 mr u 20 mr/12,5 mr

lO Jlonepamuia ruAPOXIOPHIL, KANCYJIbl 2 MI

11. ManpoTtwms, TableTKi NOKphIThie MUieHo4HoH 060s10%KolH 25 Mr

12. Merponuzason, Tabnerku 250 mr

13. INponacdenon, TabneTkH, NOKPLITHIC IUIeHOYHOH 060n04KO#H, 150 MIr

14. Cnupononakron, kancynst 50 mr u 100 mr

15. Punsun, rabnerkn

16. Cnazmaron, Tabnerkn 500 mr/5 mr/0,1 mr

17. Xnopnporukcen, TabieTkn nokpuiTele miaeHo4nol obonouxoit 15 mr, 25 wmr,
50 mr

18. Llunpodnokcamus, raﬁne'nm. NOKPBIThIE TUIEHO4HOH oBonoukoi, 250 mr n
500 mr

19. Dnananpun, rabnerku 5 mr u 10 mr

20. Duananpun, Tabnerkn 20 Mr

21. Dram3unar, Tabnerkn 250 mr

3000 SN Oh AP 0D
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[Mpunoxenne Nd.3

ANHUI SUNHERE PHARMACEUTICAL EXCIPIENTS CO., LTD., Kuraii:

A3HTPOMHIHH, TaGNETKH MOKPhITHIC MICHOYHOH 06onoukoi 500 mr
Asnbbennauna”, TabneTKy, NOKPHITHIE MICHOUHOMH 06010uKo# 400 Mr
Buconponos, TabneTks, NOKphIThIe ruieHouHoH 06onoukoit, 5 mru 10 Mr
Kanronpun, rabnerks 25 mr

Kanronpus, tabnerku 50 mr

JlonepamMuia ruAPOXJIOPHIL, KancyJisl 2 Mr

Manpotuaun, TabneTku NoKphIThie MaeHo4Ho#H obonoukol 25 Mr
Merpounaason, rabnerkn 250 mMr

Humecynun, Tabnerku 100 Mr

10. Cnasmaron, Tabnaerkn 500 mr/5 mr/0,1 Mr

11. XsnopnpotukceH, TabneTkH NoKpeIThe ieHo4HoH o6onoukoi 15 mr, 25 mMr
12. Lunpodnokcauun, TabaeTku, NOKphIThie rieHo4HOH obonoukoit, 500 Mr
13. Dnananpun, Tabnerkn S mru 10 mr

14, Dram3unar, rabnerkn 250 mr



