OAO «B3MI» | g 1 10 no ikl
CreudHKaILNA Ha UCXO/IHBIE MATEPHATBI [ CIIC-KQ-14-0125-13
Sipomiumny Crd.l m3 4

ot 25.09.2023

Jlara BBgICHHA C BeoauTcs Biamen: HelicTsyer no:
10.41 201 % CTIC-KO-14-0125-12 eccpouHo

IMpuanna: akTyaIHIauns

KPOCKAPMEJIJIO3A HATPUSI

Carmellosum natricum conexum

CROSCARMELLOSE SODIUM
Konrtpoas kauecrsa no I'® PB 11, tom 2, c1p.564

Cocraswian Coraacosaiamn Yrsepana
JIomKHOCTE: XHMHK | KaTeropuu Jlonxkrocts: Havansiuk OKK JIONKHOCTE: 3aMECTHTED p?n
Al JAMPEKTOPA NO /D

HO®: M.B.Babxanuesa

NMoanuce: Soub\utl

HO®D: T.B.ba

Toanuce:

Jlata: 0. 41 29023

HO®D: O Z
[Toanuce:
Jlara: 09 14 S/

Jtara: 09 71 2013 7

Jomxuocts: mukpobuonor 1l kare-
TOpHI

JIOAKHOCTE: 3AMECTHTENb HAYAND-
Huxa AJl

HO®D: B.O.Patumk

HO®: H A Mansirusa .~ s

Moanucs:~ 2 Moanwuce: Ll
Jlara: 0> 11.202) Jlata: 09 /1 2033 /

HonxuocTs: HavansHnk MBJ1

HO®: C.B.I BA
Mommwes: (7 (
Jlata: OR A4 2023

JoaxkuocTs: HavansHuuk OCuP

HOD: O.A.Bpem
TMoanuce: (2%’4 ==

HMata: OR 44. 202

JIOMKHOCTS: 3aMECTHTE L HAYAIb-

Huka O3 #/ﬂ

HO®: U.A.Hosak

Jara: OR 14

[Moamyc: C%j//’
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CrieunHKaLHA Ha HCXOUHBIC MATCPHAIBI

T

* CIC-KO-14-0125-13

ORI Ghp.2 his 4

ITPH BLICYIIHBaAHHH

Ce MPH BBICYITHBAHHHY
I'® PBII, Tom 2,
cTp.565

Ne [MapameTpsi Meronus Meroaukn Kpurepun npuemMaeMocTs
n/n KOHTPONA HCITBITAHHH
1 [Tpumenenne - - B kauyecTee BCIOMOrareabHOIO
BELIECTBA [PH ITPOM3BOJCTBE
JIIT B COOTBETCTBHH C [PHIIO-
wenmusmu No |, Ne2, Ne 3, Ne 4
2 Haumenosanne noka-
3aresieit KavecTsa:
2.1 Onucanne BusyansHnii COIT-KO-14-102 Benwiit wim cepopato-Oesnii
(ceoitcrsa) [®PBILS.I MOPOIIOK.
ITpakTH4eckH HepacTBOpHMa B
anerone, sTanone 6e3BOAHOM
TONTyONE.
2.2 MNommuHoCTS
(naeHTHDMKAIHR):
A. Kavecrsennas e PHIL 2.3.1 Paznen «[Toymanocts | A. HMcneiryemsiit obpasent ab-
peaxius (naenTndukamms) A» copOHpYeT MeTHJICHOBLI CH-
I'® PBII, tom 2, HHIl B ocelaeT B BHJC CHHEH
cTp.564 BOJIOKHHCTOH Macchl
B. Kauectsennas o PBILL2.3.1 Pasnen «[lowmunocts | B. Ha rpanuue pasaena noss-
peaxuus (unenTudukauus) Bn | asercs  KpacHoBaTO-(pHONETO-
I'® PB 11, Tom 2, BOC OKpAIIMBaHHe
cTp.564
C. Peakuus (a) na e PBIL23.1 Pasnen «llompmuanocts | C. Pacrsop, MpHroToBICHHLIH
HATPHl (npesTudukauns) C» 13 cynbparHol 301bl, NOIY-
I'® PRI, Tom 2, yeHHOH B HcnbrTanuy «Tsawe-
crp.564 NIbIE METAUILIY, JAeT PEaKinio
(a) na narpuii
23 pH F®PBIL223 Paznen «pH» 01501070
I'd PE 11, Tom 2,
cTp.564
2.4 Harpus xnopua | '® PBII, rom 2, | Pasaen «Harpus xao0- He Gonee 0,5 % (B nepecuere
W HATPHA ITMKONAT | cTp.564 PHI H HATPHA TTTHKO- Ha CyXOe BEIIeCTBO) CYMMapHO-
AT ro NPOUEHTHOrO COACPKAHMA
I'® PBII, Tom 2, HATPHA XJIOPH/IA H HATPHA IJIH-
cTp.564 KOnATa
2.5 Pactsopumsie B | '@ PB I, tom 2, | Paznen «PactBopumsie | He Gonee 10,0 %
BOJIC BEllCCTBA cTp.565 B BOJIC BeLIECTBa»
I'® PB 11, Tom 2,
cTp.565
2.6 Tawensie metawisl | FTOPBII, 2.4.8, | Pazsen «Taxensie me- | He Gonee 0,0020 % (20 ppm)
meton A TALIBIY
I'® PB I, Tom 2,
cTp.565
2.7 Noreps s macce | O PBIL, 2.2.32 | Pasnen «Iloreps 8 mac- | He Goaee 10,0 %

G
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CreunduKama Ha HCXOIHbBIC MATEPHANLI

H AT iz CNC-KO-14-0125-13
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Ne [TapameTpsi Meronl Meroaunku Kpurepun npueMaeMocTs
n/n KOHTPOJISA HCnbITAHHH
2.8 Cynvarnas sona | T® PB I, 2.4.14 | Pasnen «Cynsdarnas Ot 14,0 % no 28,0 %
301a» (B nepecyeTe Ha CyXoe BEIIECTRO)
I'®d PBII, Tom 2,
crp.565
2.9 Ocrarounsie ko- | '@ PBI1I, 2.4.24, | MU-14-ADH-001 OPBIL54
nuyecTsa opranuve- | 2.2.28
CKHX pacTBOpUTEICH:
Accent Microcell
Pvt. Lid., Muaus:
- ITAHON He Gonee 3,0 %
DFE Pharma GmbH
& Co. KG, I'epmanns
(Mpon3BOICTBEHHAR
mowmamka DFE Phar-
ma B. V., Huiepnan-
M)
- ITAHOJ He 6onee 6,0 %
JRS Pharma, Muaus:
- 3Tanon He 6onee 3,0 %
Amster Microcell
Pvt. Ltd., Mams
- TaHoN He 6onee 0,5 %
2.10 O6wem ocantka | T® PB I, tom 2, | Pasnen «O6wem ocankayn | Ot 10,0 ma 10 30,0 Ma
cTp.565 I'® PB 11, Tom 2, c1p.565
2.11 Creness 3aveme- | I'® PB 11, rom 2, | Painen «Crenens 3ame- | Or 0,60 no 0,85
HHS cTp.565 IMCHAAY (B mepecyeTe Ha CyXoe BeLIecTBo)
I'® PB 11, Tom 2, c1p.565
2.12 Mukpobuono- |I® PBII, 2.6.12, | Meroanka nenwrraunit | T® PB1I, 5.1.4
rHYecKas YHCTOTA: 2.6.13 AM-12-0125
- obuiee KOMHYECTBO COIT-KO-12-197
aspobos (OKA) 10° KOE/r
- of1iee KOIM4ecTBO
rpu6os (OKT) 10* KOE/r
- Escherichia coli Orcyrereue s 1 r
3 | Or6op npob - B cooTseTcTBHE CO -
CTaH/IAPTHOH OTepalu-
OHHO# npoueypoi:
COI1-KO-14-057,
COIT-KO-12-024
4 | O6beM KOHTPOABHOMN - - AJl: 1200 r
npoOk! MBJI: 20,0 r
S Yenosus XpaHeHns - - B noTHO 3aKpeITOM KOHTEHEpe
6 | Cpok roasocts - - VKa3bIRAETCA POHIBOAHTEICM
7 Ynakoska - - [MomamineHossle  naxersl, a

TAKKe JAPYTHE BHIIb! YIIAKOBKH,
obecrneunBaone COXpaHHOCTD
ChIpb Ha TMPOTHKEHHH BCErO
CPOKa roIHOCTH

@
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CrieundHKaiHa Ha NCXOAHBIE MATEPHAbI Ml FORTED TOTIC-KQ-14-0125-13
QLo Cpdamd
Ne [NTapameTps MeTtosl Mertoankn KpHTepun npHeMiIeMocTH
n/n KOHTPOJIA HCTIBITAHHH

8 HarorosuTens =

Accent Microcell Pvt. Ltd., Un-
ams

DFE Pharma GmbH & Co. KG,
lepmanns  (MpOW3BOJCTBEHHANA
mwiomanka DFE Pharma B. V.,
Hunepnanis)

JRS Pharma, Muans

Amster Microcell Pvt. Ltd., Un-
SIS

9 Kon =

80056 — s nNpPoM3BOACTBA
JII, xpome JIIT Ilponadenon,
TabNeTKH MNOKPLITHIE MJCHOY-
Hoit obonoukoi 150 mr

80315 — ans npou3soacTsa

JIIT Tponadenon, TtabneTkn
NOKPLITHIE  TUICHOYHO 000~
noukoit 150 Mr
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Accent Microcell Pvt. Ltd., Muann:
AnGennasosn, TabieTki NOKPLITHIE IICHOYHOH 060n04KoH 200 Mr

AnGenpaszon, TabneTKn NOKphITHIE MacHOYHON 060n0uKoM 400 Mrr

Banepnana gopre, rabnerkn

buonornuecky akTupHas nobaska k nmuiie «benas rabnerkay, tabiaerkn no 700 Mr
berarucTun, Tabnerkn 8 Mr

beraructun, tabnerku 16 mr

berarucrun, rabnerku 24 mr

I"muknasun, rabnerku 80 mr

I'moko3amun+XoRaApouTHH, TabieTk NOKpbITLIE MeHouHOA o6onoukod 500 mMr/500 mr

. Upbecapran+wipoxnopraasu, Tabnerin, NOKpsITLIe MieHouHoH 0Bono4Kkoi, 300 mMr + 25 mr;
300 mMr+ 12,5 mr; 150 mr+ 12,5 mr

11. Knapurpomutmn, Tabnerks, nokperrsie 06onoukoil 250 mr

12. Manarpa, Tabnerku nokpeITeie nieHouHoH obonoukoi 50 mr

13. Manarpa, TabneTkn mokpeiThie naeHo4Hoi o6onoukoit 100 mr

14. Merdopmun, TabreTk NOKpeITEIE MIeHO4HOH 0Gonoukoit 500 mr

15. Merdopmun, Tabnerkun nOKpIThie MieH04HOI 060104K0#H 850 Mr

16. Metdopmun, TabneTkn NOKpeiThie mieHo4Ho#M ob6onoukoit 1000 mr

17. Merdopmun Jlour 500, rabretkn ¢ MoandHuHpOBaHHBIM BEICBOOOKAeHHEM S00 M
18. Merdopmun Jlonr 750, rabnerku ¢ MoauduuupoBanHsM BeICBOGOXKACHHEM 750 MI
19. Merdopmun Jlour 1000, rabaerxn ¢ MoxnduuupoBaHusM BeicBoboxaenuem 1000 mr

20. Mujanran, TabneTku, NOKpLITLIC MIeHO4HOH 060s104Kk0# 100 M

21. Mokenduokcatns, TabieTkn noKpsIThie MIeHoHoM obonoukoit 400 mr
22. Hunepronun, TabieTkn, NOKpPLITHIC LIEHOYHOH 060104K0# 5 MP

23. Hunepronun, TabieTkn, NOKpLITHIE MaeHORHO#H 06onouxoit 10 mr

24. Huuepronun, TabneTky, NOKpeIThIE IU1eHo4HOM 06ono4koii 30 Mr

25. Odnokcauns, TabneTku NOKpuITHIE MieHOHOH 060104K0# 200 Mr

26. lNapaneramon, rabnerkn 200 Mr

27. INapaueramon, Tabnerkn S00 mMr

28. Pesanon 300, tabnerku, nokpbIThie MACHO4YHON 060/104K0MH

29. Pesanon 600, TabneTku, NOKpbITLIE M1EHOMHON 060104KOil

30. Con bait, Tabnetxu, NOKpeITHIC MICHOMHOH 060104KO0#H 15 Mr

31. Cnasmaron Heo, TabneTkyn nokpeiTeie mieno4nol o6onouxoi

32. Cymarpunran, TabneTKH NOKPBITHIE MiIeHO4HOI 060104K0i# 50 Mr

33. Cymatpuntan, TabneTkH NOKpuIThe naeHo4MHOH 06osoukoit 100 Mr

34. Hunpodnokcauun, TabaeTkn, NOKPLITHIC NeHOYHON 060n0uko#t, 250 mMr
35. Unnpodnokcanuy, TabaeTkn, NOKpLITHIE MIIeHOYHOH 060104K0i, S00 Mr
36. Irambyron, TabneTkH NOKpBITHIE MIICHOYHOH 0Gonotkoi 400 Mr
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DFE Pharma GmbH & Co. KG, IN'epmanus
(npomssoacreennas wiomaaka DFE Pharma B. V., Huaepaanasi):
Anbennazon, TabieTky NOKpoITHIE ieHOuHOH oGonoukoit 200 Mr

AnbGennaszon, TableTKH NOKPBITHIE MIeHouHOH obonoukoit 400 mr

Banepuana dopre, rabnerku

Buonornyeckn aktusHas gobaska k nuute «benas rabnerkay, rabaerkn no 700 mr
beraructun, rabnerku 8 mr

bBerarncTun, Tabnerkn 16 mr

Berarucrun, tabnerku 24 mr

[Cmuknasu, rabnerkn 80 Mr

'moxo3amus + XOHAPOUTHH, TabNETKH MOKPBITHIE TieHOuHO# 0Gooukol 500 Mr/500 mr

. Upbecapran + [mapoxsiopruasui, TabneTkH, MOKPHITEIE MICHOMHOH 000A04KOM,

300 mr + 25 mr; 300 Mr + 12,5 mr; 150 mr+ 12,5 mr
Knapurpomuinis, Tabierku, nokpsirsie 0bonouxoif 250 mr
Mamnarpa, TabneTk NMOKphITHIE UIeHOYHOH oGonouxoi 50 mr

Mamuarpa, TabiieTku NOKphITHie NIeHOYHOH obonouko# 100 Mr

Merdopmun, TabneTks NOKPEITEIE MeHOMHON obonoukoi 500 mr

Merdopmun, TabieTki noKpsiThie eHouHo# 0Gonouxoi 850 mr

Merdopmun, TabneTkn NOKpHITHIE NeHoMHOH 06onoukoit 1000 Mr

Merdopmun Jloar 500, Tabnetkn ¢ MoanduuuposannsM BeicBobokAeHHEM 500 Mr
Metdopmus Jlour 750, rabnerku ¢ MoguduunpoBansiM BeicsoSokaeHHeM 750 Mr
Metrdopmusn Jlour 1000, rabnetkn ¢ MoanduumposanusiM seicsobokaernem 1000 mr

Muzanras, TabieTkH, NOKpeiThie MaeHo4Ho# 06omoukoi 100 Mr

MoxkcrrokcamnuH, TableTku NoKphiThe IIeHOuHoi 06onoukoi 400 Mr
. Huuepronun, TabneTku, NOKpeIThIE MICHOYHOH 0007104KO0#H 5 MI

. Hauepronun, tabnerku, NOKpeITHE meHouHo# obonoukoit 10 Mr

. Huueproymn, Tabnerku, nokpeithie rieHo4Ho# o6onoukoit 30 mr

. Odnoxcauns, TabneTkH NOKPLITHIE IIeHOUHOH 06oa0ukol 200 Mr

. Mapaneramon, Tabnerku 200 mr

. Mapaueramon, Tabnerkn 500 mr

. Iponadenon, TabneTkn NOKpbITHIE MICHOUHON obonoukoH 150Mr

. Pesanon 300, tabneTxkn, NOKphITHIE MIeHOYHOH 060109KOM

. Pesanon 600, TabneTku, MOKPLITHIE MICHOYHOH 060104KO#

. Con baii, TabneTku, noKpsIThie ruienouHo# obonoukoft 15 mr

. Cnasmaron Heo, Tabnerkn nokpsiThie niaenouHoft 060109xoi

. Cymarpunra, TabICTKH NOKPHITHIC MJICHOMHOR 060n04K0#H 50 Mr

. CymatpunTan, TabneTks nokphiThie ienounoi odbonoukoh 100 Mr

. Lunpoduiokcaunn, TabneTky, NOKpbITsie naeHouHoM 0bonoukoi, 250 Mr
. Lunpodnokcauun, Tabnerkn, NOKpeITHIC MIeHOUHOH 06onoukoit, 500 Mr
. DramByTosn, TabneTku NOKpeITLe IeHo4Hoi obonoukoi 400 mr
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JRS Pharma, Haaus:
AnGennason, TabneTkn NoKpeiThie MieHouHoM obonoukoit 200 mr

Anbennazos, TabneTKH MOKPLITHIE MNAeHOUHOH 0bonoukoit 400 Mr

Banepuana gopre, Tabrerkn

Buonoruueckn akrusHas gobaska k nmuie «benas rabnerxay, Tabnerkn no 700 mr
bBeraructun, Tabnerkn 8 mr

berarnctun, Tabnerkn 16 Mr

berarucTun, Tabnerku 24 Mr

nuknasun, rabnerku 80 Mr

I mokosaMui+X0HAPOHTHH, TabNETKH NOKPLITHIC 1eHouHo# obonoukoit 500 mr/500 mr

. Mpbecapran+ mapoxnopruasun, T1abnerku, MNOKpeIThie TUieHO4HOH  000104KOMH,

300 mr + 25 mr; 300 Mr+ 12,5 mr; 150 Mr + 12,5 mr
KnapurpomMuimni, TabneTkn, nokpbiTeie 06onoukoit 250 mr

Masnarpa, TabneTku NOKpaITLIe IICHOYHOH 060104K0i 50 MT

Mamnarpa, TabneTkn NoKpeIThie MmIeHoYRoH 06osoukoit 100 mr
Merdopmun, Tabnerkn nokpsiTsie mieHounoi obonoukot 500 mr

. Merhopmun, TabneTkn NOKpLITEIE MeHO4HOH oBonoukoit 850 mr

Merdopmun, TabneTki NOKphITEE MIeHO4HOH obonoukoi 1000 mr

Merhopmun Jlour 500, tabnerku ¢ momuduumpopannsM BeicBobokaeHHEM SO0 Mr
Mertdopmun Jlonr 750, Tabnerkn ¢ moanduunposannbivM BeicsoboKAeHHEM 750 M
Merdopmun Jlour 1000, Tabaerku ¢ moanduumposannsiM Beicsoboxaennem 1000 mr

Munanran, TabneTky, nokperrsie wienounoi obonouxoi 100 mr

. Mokcudnokcanns, TabneTkn NOKpuiThie naeHouHo#i obonoukoi 400 mr

Huuepronuu, tabneTkH, NOKphIThe NIEHOUHON 060104K0#H 5 Mr

Huunepronny, tabnerky, nokpeireie mienounolt obonouxoit 10 mr
Huuepronun, TabneTku, NOKpeIThie ruieHouHOH o6onoukoi 30 Mr
Odnokcauun, TabneTkH NOKpLITHIE MIeHOUHOH obonoukoi 200 mr
[Napaueramon, tabnerkn 200 mr

[Mapaueramon, rabnerku 500 mr

[Tponadenon, TabneTkyn noKpeIThie naeHouHoM obosoukoit 150 Mr
Pesasion 300, TaGneTkH, MOKPLITHIC NICHOYHOH 060104KO#H

Pesanon 600, TabneTkn, nokpeIThie nieHo4noR 060104K0MH

Con bait, tabnerkn, noxpsiThie raeHouHoN 0bo0uKkon 15 Mr
Cnasmaton Heo, rabnerkn nokpsirsie nieHouHoH obonouxoi
Cymarpuntan, TableTkn NOKpeITHIE TUICHOUHOI 06010uK0# 50 Mr
CymatpunTan, TabneTKH NMOKphIThIe IeHouHOR obonoukoi 100 Mr
Linnpodokcainy, TabneTkn, NOKphITLIE MIeHOYHOH obonoukoft, 250 Mr
Liunpodnokcaunn, TabneTkn, NOKpLITHIE MIeHOYHOH obonoukoi, S00 Mr
Drambyton, TabneTky NoKpeiThie wieHouHoi obonouxoil 400 Mr



( C- 4- 4
A‘r Kou 150 :;‘r.ﬂ‘,:,!‘; 14-0125-13
Mpunowenng Ne 4 S0 L

Amster Microcell Pvt. Ltd., Huaus:
AnGennazon, TabneTKH NOKpsITHIE MeHoYHOH 06on0ukoi 400 mMr

Buonoruyeckn akTusHas nobaska x nuine «benas rabnerkan, rabnerkn no 700 mr
berarucrun, rabnerku 8 mr

berarncTun, Tabnerkn 16 Mr

beraructun, rabnerkn 24 Mr

Iuxnazun, rabnerku 80 mMr

KnapurpoMuuus, Tabnerky, nokpeirsie 060104x0# 250 Mr

Manarpa, TabeTKH NOKPHITHIE IUIeHO4YHOH 060a04K0i 50 Mr

9. Manarpa, TabseTks NOKpbITLIE NuIeHo4YHOH obonoukoit 100 mr

10. Metdopmus, TabneTKH NOKpLITHE MueHo4HO#H 06onoukoit 500 mr

11. Metdopmun, TabneTkn NOKPBITBIC MIeHOHOMH 060104Koi 850 Mr

12. Metdopmun, TabneTkn NOKpeIThie nieHo4noi odonoukoit 1000 Mr

13. Merdopmun Jlour 750, tabnerkn ¢ MOAHPHIMPOBAHHBIM BhicBOOOXKACHHEM 750 Mr
14. Mergopmun Jlour 1000, tabretkn ¢ MoguduumpoanteiM BeicsobokaeHneM 1000 mr
15. MunanTas, TabneTk, NOKpeIThie niaeHoYHoH obonoukoi 100 mr

16. Huuepronus, rabnerks nokpeirsie 06010ukoi 10 Mr
17. Huneprosus, tabnerku nokpsireie 06onoukoit 30 Mr

18. Odrokcanmn, TabneTku NOKpeIThie MeHo4wHoi 0Gonoukoit 200 Mr

19. IMapaneramon, tabnerku 200 mr

20, TMapaueramon, radnerku 500 Mr

21. Pepanon 300, rabneTxu, NOKpBITHIE MICHOYHOH 060n104KOH

22. Pesanon 600, Tabnersn, MOKphIThIE MIEHOYHOH 060109KOH

23. Cou Bait, Tabnerkn, NOKpLIThIE IICHO4HOI 060104K0#H 15 M

24. Cnasmarton Heo, TabneTkn nokpeiTsie miecHouHOH 060104K0H

25. Cymarpunras, TablieTkH MOKpbIThie naeHo4YHoi obonoukoi 100 Mr

26. Llnnpodnokcauns, TabieTku, MOKpLIThHIE MeHouHol obonoukoi, 250 Mr
27. Unnpodnokcatms, TabaeTku, NOKphIThIE IIIeROYHON 06onouxoi, 500 Mr
28. DrambyTon, TabneTkH NOKpHITHIE IIeHOUHOMH 06010uK0#H 400 M
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