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CrieundMKalMa Ha HCXOAHBIE MATEPHABI CIC-KO-14-0191-15
_aKk3emnnAp | Crp.lus3
l}ada BBC/ICHHA C: BeoauTcs B3aMeH: Jei : i . ann3aumMs
052024 CIIC-KO-14-0191-14 | Beccpouno
ot 10.03.2025
TAJIBK
Talcum
TALC

Kontpoas kagecrsa no I'® PB II, Tom 2, cTp.934

CocraBuiaH

Coraacosaan

Yreepana

JlomkHoCTh: XUMHK | KaTeropuu
AJl

JlonmxnocTs: Hauansunk OKK

HO®D: M.B.babxkanuesa

P
HOD: O.B.3¢us

TMoanuecs: OQL WLy

INoanuck:

Jlata: 44.05 2025

Jlata: 05, y

JlonkHocTs: Mukpobuonor I ka-
TErOpHH

J1O/KHOCTD: 3aMeCTHTe/Ih HaYallb-
Huka AJl

HO®: H.A Mansirusa A
[Moanwucs: 4

HO®: B.O.PatH
Moanwuck:,~~
Jara: 4,05.2025

V4
Jlara: 16 05. 2045

JonxnocTs: Havaibyuk MbJ1

HO®: C.B.
Moarwce: [ y
Jlata: 75 05" 2025

JloaxuocTs: HavansHuKk OCnP

HO®D: O.A.B /

Moanuch: -

Jlata:  45.05. 204

JlomkHocTs: Havanbsuuk O3

MO®: W.A.Hogix s

IMoanwucs:

Jlara: 75 05. 2025




2.2 *[louMHAOCTD
(npenTHduKaum):
A. A6copbunonnas
crnekTpodoToMeTpHA

B uH(ppakpacHOH
obnactu

B. KauecTtBenHas
peakuus

C. Peakuus (a) Ha

CHITHKATHI

2.3 KucnotHocTs
HJIH ETOYHOCTh

2.4 PacTBopHMEIC B

BOJIE BellecTna
2.5 AmoMHHHK
2.6 Kansuuit

2.7 Xeneszo

[®PBII 2.2.24

e PBII 2.3.1

IrePBILL2.3.1

I'® PBII, Tom 2,
cTp.936

['®PBII tom 2,
cTp.936

T'®PBII, 2.2.23,
meron | win
I'®oPBII 2.2.22
I'o PB1I, 2.2.23,
meron | wiam
I'eoPEII 2.2.22
I'® PBII, 2.2.23,
meron | win
I'oPBII, 2.2.22

Pasnen «llojumaBOCTD
(uaeHTHOHKAUMA) A»
I'd PE I, Tom 2,
cTp.935

Paznen «[lojumaHOCTS
(unenTaduxamns) B»
I'® PBIL, Tom 2,
crp.935

Paznen «flojuymuHOCTD
(upentuduxamus) C»
I'® PB 11, Tom 2,
crp.935

Paznen «KucinorHocTs
HIH METOYHOCThY

I'® PB 11, ToMm 2,
cTp.936

Pasnen «PacTsopuMbie
B BOJIC BEIIECTBA»
I'd PBII, Tom 2,
ctp.936

Pasnen « AMOMHHUIY
I'® PB 11, Tom 2,
c1p.936

Pasnen «Kansumii»
I'® PBII, Tom 2,
cTp.936

Pasnen «XKenezo»
I'® PB 11, Tom 2,
cTp.936
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CreundHKalMa Ha HCXOIHbIE MaTEPHANIbI mc&o-m-owm 5
KIEMNNAP | Crp2 w3
Ne [MTapamerpsl Metonast Meroauku Kpurepun npHeMaeMOCTH
n/n KOHTPOJIA HCIbITAHUH
1 [Tpumenenune - - B kavecTBe BCINOMOraTeJIbHOIO
BELIECTBA NPH MPOH3BOJICTBE
JIIT B COOTBETCTBHH C IPHJIOXKE-
Husmu Ne 1, Ne 2, Ne 3
2 Haumenosanue no-
Ka3aTejiel KayecTsa:
2.1 Onucanue Busyanbrsiit COI1-KO-14-102 Jlerkuit roMOreHHslit [OPOLIOK
(cBoiicTBa) T'®PBIL S5.11 fesoro WM noutH Henoro useTa,

KHPHBI Ha omrynb (He abpa3us-
HbIH),

[IpakTHYeCKH HEpacTBOPHM B BO-
ne, 96 % cnupre, pa3BeieHHBIX
pacTBOpax KHCIJIOT ¥ meno4eH.

A. TTonock! MOrOMEHHS: NPH
JuiHax BonH (3677 +2) em™',
(1018 +2) em™ 1 (669 +2) em™'

B. Obpaszyercs KpHCTALTHYCCKHH
ocaziok Gesoro nsera

C. Ocrarok, nojy4eHHbIH B N0~
JHHHOCTH B, naet peakuwio (a) Ha
CHITHKATSI

[1pu npubasnenun He Gonee

0,4 mn 0,01 M pacTBopa KHCJIOTBI
XJIOPHCTOBOJIOPOAHOH  JIO/IKHO
MOABHTBCA 3€JIEHOE OKpalluBa-
HHE.

[pu npubasnennn ne Gonee

0,3 ma 0,01 M pacTBopa HaTpHs
rHAPOKCHAA JIOMKHO TOABHTHCH
pO30BOE OKpaIIHBaHHE

He Gonee 0,2 %

He 6onee 2,0 %

He 6onee 0,9 %

He Gonee 0,25 %
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CrneundHKaLmMs Ha HCXOAHBIE MATEPHAIIbI ' CIIC-KO-14-0191-15
K3IEMNNAD [Crp.3 w3
== |
Ne [MTapameTpsl Mertozst MeToaukH Kpurepun npuemMiaeMocTH
n/n KOHTPOJIA HCIBITAHHH
2.8 Ceunen I'® P11, 2.2.23, | Pasnen «Caunen» He 6onee 0,0010 % (10 ppm)
merton | win I'® PB 11, Tom 2,
F'®PBII, 2.2.22 | c1p.936
2.9 Maruuii I'd PB 11, 2.2.23, | Pasnen «Maruuii» Ot 17,0 % no 19,5 %
meton | nim ['® PB I, Tom 2,

F'®PBII, 2222 | c1p.936
2.10 Toteps B macce [I'® PB II, Tom 2, | Pasnen «Iloteps B Macce | He Gonee 7,0 %

MpH NpoKanuBanuu | cTp.936 [PH IPOKATHBAHHH»
['® PB I, Tom 2,
ctp.936
2.11 Mukpo6nono- |[T'®PBII, 2.6.12, | Meroquka wucnbitanuit | F'® Ph II,5.1.4
ruveckas yucrora: |2.6.13 AM-12-0191
- ofuiee KOJIMYECTBO COI1-KO-12-197
aspobos (OKA) 10° KOE/r
- obInee KOTHYeCTBO
rpuos (OKT) 10? KOE/r
- Escherichia coli Otcyrcteue B 1 r
3 O16op npob - B coOTBETCTBHH €O -
CTaHJapTHOW ormnepa-
LIHOHHOM ITpoLeLypoii:

COI1-KO-12-024;
COI1-KO-14-057

B O6beM KOHTPONBHOR - - AJl: 1400 r
npoOsl MBJI: 20,0 r
5 | YcnoBusa XpaHeHHS - - B cyxom mecte
6 | Cpok rogHocTH - - VYka3sIBacTCA MPOH3IBOJAUTENICM
7 Ynakoska - - Muorocholiusie SymMaxHble Mel-

KH, 8 TaKXe Jpyrue BHIABLI yna-
KOBKH, ofecneumsaiomme co-
XPaHHOCTDH CHIPBS Ha MPOTANKCHHHA
BCEr0 CPOKa I'OJIHOCTH

8 Hsrorosurens - = IMI FABI LLC, CILLIA
IMI Fabi Talco S/A, bpasnius
9 Kon - = 80087

*McneTanus NMOUTHHHOCTH H3 KaXJIOH YNakoBOYHOW eIMHHIIBI nepei Bbiladeid B IPOM3BOJICTBO
npoBoauTh cornacHo COIN-KO-14-056 meronom I'® PB II, 2.2.40 Cnekrpodoromerpus Giinkuero
undpaxpacHoro ananasona mubo I'® PB 11, 2.2.48 PamanoBckas CreKTPOMETPHA. Kpurepun npueme-
mocTH: «CnekTp MenbITyeMoro ofpasna JIOJ/DKeH COOTBETCTBOBATH CNEKTPY TalbKa, BHECEHHOTO B
6ubnmorexy cnektpop BWK-amanusatopa mmubo criekTpoMerpa KoneSaTesqbHOTO (paMaHOBCKOTO)
paccesHH ).
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IMI FABI LLC, CIIA:

Ananerus, Tabnerku 500 mMr

Ananpuius, Tabnerku 40 Mr

AcKOopOHHOBas KHCIOTA C ITIOKO30#, TabneTku

Arernonon, Tabnerkn 50 mr u 100 mr

AlleTHICATHIIHIOBas KucaoTa, Tabaerku 500 mMr

Beraructan, Tabnerkn 8 mr, 16 mr u 24 mr

Bucakouil, TableTKy KHIIEYHOPACTBOPHMBIE, TIOKPLITHIC MICHOYHOH 000/109KO#H, 5 Mr

Banepuana dopre, Tabnerku

Banepuansi 2kCcTpakT, TabneTku, NOKphiThie 060104K0#H, 20 M

10. Buanouetns dopre, Tabnerku 10 mr

11. Burnouetun, tabnerku 5 mr

12. l'mapoxnopruasu, Tabnerky 25 mr

13. JlerpaBen, TabneTKn NOKPLITHIC TUIEHOYHOH 060104Ko# 500 Mrr

14. Jlerpasen® 1000, TabneTku, NOKphIThIE IIICHOUHOH 0bonouxoi, 1000 Mr

15. Jlpotasepuna ruapoxaopu, tabnerku 40 Mr

16. Kanbuus rimokonar, tabnerku 500 mr

17. Knapurpomuums JIoHr, TabeTku ¢ NPOJIOHIHPOBAHHBIM BbICBOOOKICHHEM, NTOKPHIThIC
niaenouHoi obonoukoit S00 mr

18. Knapurpomuims, TabneTkH, MOKPLITHIE IICHOYHOH 060104K0i, 250 Mr

19. Kinmuaaumn, kancynst 150 mr u 300 Mr

20. Jlesamu3zon, Tabnerkn 50 mr u 150 mr

21. ManpoTuius, TableTKn NOKPHITHIE MIeHOuHO# 000104K0# 25 Mr

22. Munanras, TabneTku, NOKphIThIE MIeHo4HOH 06010uKoi# 100 Mr

23. Humecymuy, Tabnerxu 100 Mr

24. Hucrarus, TabieTku, NOKphIThie mieHouHo# obonouxoit 500 000 EJ

25. Hadypokcasu, TabneTkn, NOKpeIThie rieHo9Hoi obonoukoit, 100 mr

26. Pesanon 300, TabneTkn, MOKpLITHIE MICHOYHON 060104KO#

27. Pesanon 600, Tabnerku, NOKpeITEIE IUICHOYHOM 060109KO#

28. Pun3un, Tabnetku

29. Cnasmaton Heo®, TabneTku, MOKPHITHIE ILICHOYHOH 0001049KOMH

30. Cnasmaron, Tabnerku 500 mr/S mr/0,1 Mr

31. Cnupononakron, Tabnerku 25 Mr

32. CymarpunTas, TabieTkH, NOKphITHIE TUIEHOYHON 000104KO0MH, 50 Mr 1 100 Mr

33. Topuzonam, Tabnerkn S0 mMr

34. Xnoprporakces, TableTku, NOKPHITHIE IJICHOYHON 060nouxo#, 15 Mr, 25 Mr u 50 mr

35. Hunpodnokcauuy, Tabnerky, NokpbiTeie maeHouHoH obonouxoif, 250 mr u 500 mMr

36. Llntpamon-bopumen, Tabnerkn 220 Mr + 27 mr + 200 mr
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Mpunoxenne No-2—
IMI Fabi Talco S/A, Bpasnaus (TALMAG PHARMA-S):

Anansrun, Tabnerku 500 mr

Aunanpuius, Tabnerku 40 mr

AckopOHHOBas KHCIIOTA ¢ IMOKO30H, TableTku

Atenonosn, Tabnerku 50 mru 100 mMr

AueTHiacanuunioBas kucaoTa, Tabnerkn S00 mr

berarucrun, Tabnerku 8 Mr, 16 Mr u 24 mMr

Bucakoau, TabneTkn KMIIEYHOPACTBOPHMBIE, MOKPLITHIE TUICHOYHOH 000104KOM, 5 MIr
Banepuana dopre, Tabnetkn

Banepuansl 3kcTpakT, Tabnerku, nokpeiTeie 06010ukoit, 20 Mr

IO Bunnouernn, rabnerku 5 mr

11. Buanouerun dopre, rabierkn 10 mr

12. M'uppoxnopruasnn, Tabnerkn 25 Mr

13. Jlerpasen, TabneTku NOKphIThIe M1eHOUHOM 06onouko# 500 Mr

14. Jlerpasen® 1000, rabnetky, nokpsiTsie mieHouHoH obonouxoit, 1000 mr
15. lporaBepuna rupoxnopui, Tabnerkn 40 mr

16, Kanbums rmokonar, tabnetkn 500 Mr

17. KnapuTpoMHIIHH, TabNETKH, MOKPBITHIC IICHOYHON 06onouko#, 250 mr
18, Kmaugaunn, kancyast 300 mr

19. ManpoTtuans, TabieTky NoKpeIThie MeHO4HOH 060m04Ko#H 25 Mrr

20. MupnanTan, TabneTkH, NOKPLIThIE MIEHOYHOH o6onouko# 100 Mr

21. Humecymun, Tabnetku 100 Mr

22. HacratuH, Tabnerku, nokpeiThie mieHo4Hoi oGonouko# 500 000 EJ]
23. Hudypokcasun, rabieTk, nokpsiTsie riieHoYHoH obonoukoi, 100 Mr
24. Pepanon 300, TraGneTky, NOKPLITHIE MICHOYHONH 000104KO#H

25. Pesanon 600, TabneTkyn, NOKphITHIE MIICHOYHOH 060M0YKOH

26. Pun3un, Tabnerku

27. Cnasmaron Heo®, TabneTkH, NOKpHITHIE MICHOYHOH 060109K0#

28. Cnasmaron, Tabnerkn 500 mr/S mr/0,1 mr

29. Cniupononakron, Tabnerku 25 Mr

30. Cymarpunran, TabneTku, noKpeIThie naeHO4HO# 060104K0#, 100 Mr
31. XnopripoTHkceH, TabneTkH, MOKpBITHIE IUIeHOYHOH 060n04Ko#H, 15 Mr

32. XnopnpoTHKCeH, TableTKH, NOKPLITHIE IJICHOYHOH 000/104K0#H, 25 MIr

33. XnopnpoTHkceH, TabneTkH, NOKphIThIC IIeHOYHOH 06onoukoi, SO Mr

34. [lanpodnokcaunn, TabaeTkH, NOKpsIThie MIeHOYHON o6ono4xoi, 250 mr u 500 Mr
35. Hurpamon-Bopumen, Tabnetkn 220 mr + 27 mr + 200 mr
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V0117 T KomigHC
JK3eMNiiAp

IMI Fabi Talco S/A, Bpasuans (TALMAG PHARMA-S-20):

Ananpuius, tabnerku 40 mr

Banepuans! 3kcTpakT, TabneTky, NOKphIThIe 060n04KO#H, 20 MI

BunnoueruH, tTabnerku 5 Mr
Cnazmaron, Tabnerku 500 mr/S mr/0,1 mr

Cnasmaron Heo®, TabiieTkn, MOKpLITHIE MIeHOYHOH 000104KOH

KO-14-0191-15



