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CrieunuKaims Ha HCXOIHBIC MATEPHATIbI

on: CING-KO-14-0191-16

Cip.2 m3 3
Ne [Mapamerpsl Mertoant Metoauku Kputepnn npueMaeMocTH
n/n KOHTpOIA HCNbITaHni
1 [Tpumenenue - = B xawecrse BCIOMOraTebHOrO
BCIIECTBA MIPH MTPOU3BOACTBE
JIIT B COOTBETCTBHH € NPHIOKE-
susamu Ne 1, Ne 2, Ne 3
2 Hawmenoanue no-
Kazaresei kavecrsa;
2.1 Onuncanne BrayansHbiit COIT-KO-14-102 Jlerkuit roMOreHHbli MOPOUIOK
(cBoiicTsa) [®PBIIL 511 Paszsien «Onucanue Besoro uam noytn OGenoro usera,
(cBoiicTBa)» KHPHBIA Ha ouyns (He abpasus-
I'd PB 11, tom 2, HbIH ),
cTp.935 [TpakTH4eCKH HEPAcTBOPHM B BO-
ne, 96 % cnupre, pasBeeHHBIX
pacTBOpax KUCJIOT H eoue,
2.2 *llouHHHOCTD
(HacaTnduraums):
A. A6copbunonnas |I'® PB 11, 2.2.24 | Payuen «llommurocts | A. [Tonocs! nornomenns: mp
CTIEKTPOPOTOMETPHS (uaenTudukams) A» | nax somm (3677 £2) em™,

B HHppaxpacHoi
obnactn
B. Kauecrsennas
peaxims

C. Peakuns (a) Ha

CHIHMKATH!

2.3 Kucnoraocts
WIIH IEI0YHOCTD

ITOPBIL23.1

®PHIIL23.1

' PEII, Tom 2,
c1p.936

I'® PB 11, Tom 2,
c1p.935

Pasnen «llommmHHOCTS
(naenTudukauns) By
I'® PE I, Tom 2,
cTp.935

Pasznen «ITommmHHOCTL
(waentaduranus) Cr»
I'® PB I, Tom 2,
cTp.935

Pasgen «Kucnotnocts
HIIH LIETOYHOCTB Y

I'd PB 11, Tom 2,
cTp.936

(1018 £ 2) em™ 1 (669 £ 2) em”

B. OGpasyercs KpHCTAUTHYECKHH
ocanok Genoro usera

C. Ocrarok, nosy4eHHbIH B Noj-
nunHOCTH B, naer peakuwnio (a) Ha
CHITHKATHI

[Tpu npubanaenun He Sonee

0.4 ma 0,01 M pacmeopa xucno-
mbl XA0PUCMOBOOOPOOHOT O~
HO TIOABHTBECH 3€JCHOC OKpauim-
BaHHE.

ITpn npuGasnennn He Gonee

0,3 ma 0,01 M pacmeopa nampus
2UOPOKCUOA  JIOIKHO TNOABHTBCH

PO30BOE OKpaAIHBaHHE
2.4 Pactsopumbie 8 |I'® PB 11, Tom 2, | Pasnen «Pactsopumeie | He Gonee 0,2 %
BOJIE BEIIECTBA cTp.936 B BOJIC BeuecTsay
I'® PB I, Tom 2,
c1p.936
2.5 AmoMuHHi I'® PB I, 2.2.23, | Pasznen « AmoMuuuity He Gonee 2.0 %
meton [ nim I'®d PB I, Tom 2,
o PBII,2.2.22 | c1p.936
2.6 Kanbuwmi I'd PB 11, 2.2.23, | Pasnen «Kansumitn He 6onee 0,9 %
metoa | unm I'® PBEII, Tom 2,
'®PBII 2222 |crp.936
2.7 Keneszo I'®d PB I, 2.2.23, | Pazaen «Keneson He 6onee 0,25 %
meron | nin ['® PBIL tom 2,
'®PBII, 2222 | c1p.936
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Cncumbuxaum HA HCXOIHBIE MaTepUATIbl

"CIE-KO-14-0191-16

|| OKSEMNNAD {3
Ne [MapameTpsi MeTtonan MeTtonukn Kpurepun npuemaeMocTs
n/n KOHTPOJIS HCIBITAHHH
2.8 Ceunen I'® PB1I, 2.2.23, | Pasnen «Ceunen» He Gonee 0,0010 % (10 ppm)
seron | nam I'® PBII, Tom 2,
F®PBIIL 2222 | crp.936
2.9 Maruuit I'® PBII, 2.2.23, | Pasnen «kMarunit» Ot 17.0 % no 19,5 %
metoa | uim F®PB I, Tom 2,
[®PBII, 2222 | c1p.936
2.10 lNoteps s macce |I'® PB 11, Tom 2, | Pasaen «[loreps B macce | He 6onee 7,0 %
1IPH NpoKaTHBaHuK  |[cTp.936 NPH NPOKATUBAHHK Y
I'® PB I, Tom 2,
c1p.936
2.11 Mukpobuono- |[[®PBII 2.6.12, | Meroauka wucnerranwii | [® PBII, 5.1.4
ruveckas uncrora:  [2.6.13 AM-12-0191
- ob1ee KoIH4ecTso COI1-KO-12-197
apobos (OKA) 10° KOE/r
- oflIee KOHYECTBO
rputos (OKT) 10° KOE/r
- Escherichia coli OtcyrerBue B 1 r
3 | 'Orbop npob - B coorsercTRHH CO -
CTaHIapTHOH ornepa-
LHOHHOM npoueaypoi:
COI1-KO-12-024;
COI1-KO-14-057
4 | O6BeMm KOHTPOALHOI - - All:
npoGsi apxusnbiit obpazen - 46,0 r
. naboparopusiii obpazen (CBK) -
61,0r
MBJI: 10,0 r
5 Yenosus XxpaHeHus - - B cyxom mecte
6 | Cpok rogHocTs - ~ VKa3biBaeTCA NPOHIBOAHTEEM
7 | ¥Ynakoska - - Muorocnoitasie GymaxHubie Men-
KM, @ TaKKe ApYrHe BWIbl yna-
KOBKH, obecneunsaiomme co-
XPAHHOCTH ChIPb# HA MPOTHKCHUH
BCEI0 CPOKa MoJAHOCTH
8 Hsrotosurens - - IMI FABI LLC, CILIA
IMI Fabi Talco S/A, Bpazuans
9 | Koxa - - 80087

*Ucnbitanns NOUTHHHOCTH M3 KaXIOf yNakoBOYHOW CAMHHIBI MEpe]l BhiaueH B NMPOM3BOJACTBO
nposoants cornacio COIN-KO-14-056 merozom I'd Pb II, 2.2.40 Cnexrpodoromerpus GimmKHEro
undpaxpacroro auanazona aubo 'O PB 11, 2.2.48 Pamanosckas cnektpomerpus. Kpurepun npuemie-
mMocTH: «CnexkTp HCneITyeMOro ofpajua JA0MKeH COOTBETCTBOBATH CHEKTPY TaIbKa, BHECCHHOrO B

onbanoreky cnextpos bUK-anammsatopa nmbGo cnektpomerpa konebaTesBHOTO (paManOBCKOro)
paccesHus ).
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IK3EMNNAP

IMpunoxenne Dol

IMI FABI LLC, CIIA:

Ananeran, Tabaerkn 500 mr

Ananpuins, Tabnetxu 40 mr

AckopbuHoBas KHCA0Ta ¢ rmoko3o#, Tabnerku 100 mr+ 877 Mr

Atenonon, Tabnetkn 50 mru 100 mr

AueTnicanrHumunosas kucnora, rabaerku 500 mr

beraructin, Tabaerxku 8 mr, 16 mr u 24 mr

Bucaxosm, TabNeTKH KHIICYHOPACTBOPHMBIE, MOKPLITHIE IICHOYHOH 000109K0#, 5 M

Banepuana dopre, rabnerku

Banepuaus! akcTpakT, TabneTkH, NOKphiThie 06os04Koi, 20 Mr

lO Buunouetnn dopre, tabrerkun 10 mr

1 1. Bunnouetun, rabnerkn 5 mr

12, Muapoxnopruazui, Tabnerku 25 Mr

13. Jlerpasen®, tabneTku, NOKPhITHIE MIeHOYHOH 0Gonoukoi, S00 Mr

14, Jlerpasen® 1000, TabaeTku, nokpbiTsie maeHo4nol odbonouxoit, 1000 mr

15. lporasepun, rabnerku 40 mr

16. Kansunsa rmokonar, tadnerku 500 mr

17. Knapurpomuitns JIonr, TabiieTKH ¢ MPOJOHIHPOBAHHBIM BHICBODOXKICHHEM, MOKPLITHIC
nuaesounoit o6onoukoit 500 mr

18. KnapuTpoMuis, TaGNETKH, NOKPbITHIE MIeHOYHONH 06on0uKkoi, 250 Mr

19. Kmnananm, kancynst 150 mrou 300 mr

20. Jlesamu3zon, tabnerku S0 mr u 150 mr

21. ManpoTtunns, TabneTkH, NOKPLITBIE NACHOYHOR 060104uKko#, 25 M

22. MuaanTan, TabneTkH, MOKPLITHIC MieHo4Hol obonovkod, 100 mr

23. Humecymu, tabnerkn 100 mr

24. Hucratus, TabaeTkn, NokpeIThie niaeHouHo# obonouxoi, S00 000 EJL

25. Hadypokcasua, Tabnerku, nokpsiTsie miieHouHon o6onoukoit, 100 mr

26. Pepanon® 300, Tabnerkn, nokpeiThie meHouHoit obonoukoit, 300 Mr

27. Pena.non 600, TabneTkn, NOKPHITHIE TUICHOYHOH 000104KOH

28, Punaun®, tabnerkn

29. Cnasmaron Heo®, tabnerku, NoKphIThIE IUIeHO4HO# 06onoukoit, 400 mr + 5 mr + 0,1 Mr

30. Cnasmaron®, tabaerku 500 mr/5 mr/0,1 mr

31. Cnupononaktol, Tabnerky 25 mr

32. Cymatpunran, TabieTks, NOKphIThie nuerounol obonoukoi, 50 mr 1 100 mr

33, Todwmszonam, Tabnerku S0 Mr

34. XnoprpoTnkcen, TabNeTkH, MOKPLITLIC IICHOUHOM 060104K0#, 15 Mr, 25 M1 1 50 Mr

35. Hunpodaokcaimn, Tabaerku, nokpeiThie mieHounol obonoukoi, 250 mr u 500 mr

36. Lnrpamon-bopumen, Tabneriu 220 mr + 27 mr + 200 mr
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JK3eMNNA
Mpunoxeninedod P

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

Ananerut, Tabnerkn 500 mr

Ananpuiun, tabaerkn 40 mr

AckopGunoBas KucnoTa ¢ rmoko3oi, Tabaerku 100 mr+ 877 mr
Arenonon, Tabaerku 50 Mr n 100 Mr

AueTnicannuniosas kuciora, Tabnerkn 500 Mr

BerarucTun, Tabnerky 8 mr, 16 Mr u 24 mr

Bucakou, TabNeTKn KHIIEYHOPACTBOPHMBIE, TIOKPBITHIE MIeHOUHOH 060/104K0MH, 5 MI
Banepuana dopre, rabnerku

Banepuans! 3KCTpakT, TabieTkH, MOKpeiThie 06on0ukoit, 20 mr

IO Bunnoneruu, rabnerkn 5 mr

1 1. Bunnouernn dopre, rabneren 10 Mr

12. Tunpoxnopruasni, rabnerku 25 Mr

13. Jlerpasen®, TabneTku, NOKPLITHIC M1eHOYHOH 06onoukoit, S00 mr

14. Jlerpasen® 1000, tabnerku, noKpbiThie naeHouHoi obonouxoit, 1000 Mr
15. Jlporasepun, tabnerku 40 Mr

16. Kansuus rmokonar, tTabaerku 500 mr

17. KnapurpoMmuims, TabieTkn, NOKphIThiE NAeHO4HON 060104K0H, 250 Mr
18. Komnmauna, kancysst 300 mr

19. Manpotismis, TabneTky, HOKPLITLIE IICHOYHOH 050N104KOM, 25 MI

20. MusauTas, TabieTkH, NOKphIThiE naeHouHo#i obonoukoit, 100 mr

21. Humecynua, tabaerxn 100 Mr

22. Hucratus, TabaeTky, NOKphITHIC mienourol oborouxoi, 500 000 EJ]
23. Hudypokcasna, TabneTku, NOKpuIThe MeHounon obonoukoit, 100 mr
24, Pesanou® 300, TabneTky, NOKpuITHIE MeHOuHOM 06onoukoi, 300 Mr

25. Pepanon 600, TabneTkH, MOKpbITHIE MICHOUHOHK 0bon0ouKoi

26. Punsun”, Tabnerku

27. Cnasmaton Heo®, TabneTku, NOKpbiThie nienounoi odonovkoit, 400 mr + 5 mr+ 0,1 mr
28. Cnaamarou®, tabnerku 500 mr/5 mr/0,1 mr

29. CoupononakToH, Tabnerks 25 mr

30. Cymarpuntas, TabneTkn, NoKpeIThIe meHouHon obonouxoi, 100 mr

31. Todusonam, Tabnerkn 50 mr

32. XnoprpoTikcen, TabNeTKH, NOKPHITHIC MIIEHOYHOMH 0001049K0MH, 15 Mr

33. XnopupoTukceH, TabaeTkH, NOKPhIThIC IUIeHO4HOH 000/104KO0i, 25 Mr

34. Xnopnpotukcen, TabieTKH, NOKPHITHIE IICHOMHOI 060104K0#H, 50 Mr

35. Lunpodiokcauun, Tabaerks, NOKphiThie niaeHoIHol obonouxoi, 250 mr 1 500 mr
36. Llnrpamon-Bopumen, tabaerku 220 mr + 27 mr + 200 mr
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IMI Fabi Talco S/A, Bpazwans (TALMAG PHARMA-S-20):

Ananpuaus, Tabnerku 40 Mr

Basnepwansl 3KCTpaxT, TabneTku, NoKpbiTeie 060104k, 20 Mr

Bunnouerns, rabnerku 5 mr

Cnasmaron®, rabnerkn 500 mr/5 mr/0,1 mr

Cnasmaron Heo®, tabnerks, nokpeiThie miaeso4noit o6onoukoit, 400 mr + 5 mr + 0,1 mr



