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2.2 *[ToumHAOCTE
(mneHTHOHKALNR):
A. AbGcopbunonnas
cnekTpodoToMeETpHS

B nH(paxpacHoiH
obnactu

B. Tonkocno#unas
xpomarorpapus

o PBII, 2.2.24

I'oPB1I, 2.2.27

Pa3nen «IlojumuHOCTH
(unentTuduxanns) A»
I'd PB I, Tom 2,
crp.577

Paznen «llojumiHHOCTH
(mnenTndukanmus) By
I'd PEII, Tom 2,
cTp.577

0OAO «b3M z
Creundmuxaums Ha HCXOAHBIE MATEPHAIBI A KOHTDM 4§0171-17
—  swsswRANE
Ne [NapameTpsl Meroasi Merommkn Kputepun npuemaeMocTH
n/n KOHTPOJIS HCITBITAHUH
[pamenenne - - B kauecTBe BCINOMOIaTELHOIO
Bewiectsa npu npoussozactse JIIT B
COOTBETCTBHH C NPHIOKECHHAMH
Nel,Noe2, Ne3, Ne4, Ne 5, Ne 6
2 HaumeHnoBanue no-
Kazaresel kaqyecTsa:
2.1 Onucanune Busyansubiit COIT-KO-14-102 benwit wim noutn Genwiit Kpuc-
(cBoiicTBa) FOPBILS5.11 TAUTHYECKHH MOPOIIOK,

Jlerko pacTBopHMa B BOJe, MpaK-
THYeCKH HepacTBopuma B 96 %

CITHpTE.

A. UK-cnextp nponyckaHHs HC-
nsiTyemMoro obpasua CoOTBETCTBY-
er HK-cnektpy npomyckaHHS
®CO nakTo36I MOHOTHJIpATa

B. Ha xpomarorpamMme HcnsITye-
MOro pacrsopa oOHapyXHBaeTcs
OCHOBHOE TISTHO, COOTBETCTBYIO-
mee 10 PacroiOKEHHIO, LBETY H
pasmMepy OCHOBHOMY TMSATHY Ha
XpoMaTorpaMMe pacTBopa cpas-
HeHns (a)

C. Kavecrsennas I'®PBIL23.1 Paznen «[lojymnnocts | C. INossnsercs kpacHoe OKpairu-
peakuus (nnentuduxanus) C» | Banne
I'® PEII, Tom 2,
crp.577
D. Boaa I'® PB I, 2.5.12 | Pasnen «llowmunocts | D. Ucnbrmyemsii obpasen sbuaep-
(unentudukamms) Dy | xusaer ucnwitanne «Bojma», Kak
I'® PB I, Tom 2, yKa3aHo B pasaene «Mcnsrranusy
crp.577
2.3 INpo3pavHOCTh I'd PBII, 2.2.1 | Pasgen «llpospaunocts»| Pacteop S nomken GbITh npospay-
I'® PB I, Tom 2, HBIM
crp.577
2.4 llpeTHOCTS I®PB 11, 2.2.2, | Pasnen «lisernoctsy | PactBop S jnomkeH GbiTh He HH-
meton Il I'd PB I, Tom 2, rercusHee atanona BY(KXK);
crp.577
2.5 Kucnorsocts Turpumetpuuec- | Pasnen «Kucnotsocts | [lpn npuGasnenun ve Gonee 0,4 M
HJTH LIEJIOYHOCTD K HIIH [IEJIOYHOCTHY 0,1 M pacrBopa HATPHA I'HIAPOKCH-
I'd PB 11, Tom 2, J1a JIOJDKHO MMOSBHTECA PO30BOE HIIH
cTp.577 KpacHOe OKpalHBaHHe
2.6 Vaensuoe ontu- | T® PBII, 2.2.7 | Pasgen «Yaemsuoe on- | Ot +54,4 no +55,9 (8 nepecyere
4yecKoe BpalleHHe THYUECKOE BpallleHHe» | Ha Ge3BOIHOE BEWIECTBO)
I'® PB 11, Tom 2,
ctp.577
2.7 OnTHueckas I'® PB 11, 2.2.25 | Pasaen «OnTiueckas | Agoo HM — He Gonee 0,04
MJIOTHOCTH IIOTHOCTBY Az10 - Azz0 HM — He Gonee 0,25
I'® PE I, Tom 2, Aa70 - A0 HM — He Gonee 0,07
ctp.577




0AO «53MIR|| KOHTRO/bHbIA

Cneundukaumus Ha HCXOIHBIE MATEPHAIHI

3 h3 5

No
n/n

[MapameTphbl Meroms!
KOHTPOJIA

Meroauku
HCNBITAHHH

KpHTepuu npuemMaeMocTH

2.8 Taxensie metan- | 'O PE 11, 2.4.8,
Jbl meron A

2.9 Bona F'®PBII, 2.5.12

2.10 Cynsparras '®PBIIL 24.14
3o71a

2.11 **Pasmep uacruu: | I'® PB 11, 2.9.38
- naxmo3za 200 mesh
(Pharmatose® 200M,
Pharma 200/15)

- YaCTHII pasMepoM
MeHee 45 MM

- YaCTHII pa3MepoM
menee 100 Mxm

- YaCTHIL pa3MepoM
menee 150 MM

- YaCTHL pa3MepoM
menee 250 Mxm

- naxmosa 100 mesh
(Pharmatose® 100M)
- YACTHII pa3MepoM
MeHee 63 MKM

- YACTHII pa3MepoM
meree 150 mxm

- YaCTHII pa3MepoM
menee 250 MKkM

- naxkmosa 80 mesh
(SacheLac® 80,
Pharma 200/70)

- YaCTHIL pa3sMepoM
menee 100 MxMm

- YaCTHII pasMepoM
menee 400 MxMm

- nakxmo3sa
SuperTab® 30GR

- YACTHII Pa3MepoM
MeHee 75 MKM

- YACTHI pasMepoM
meree 150 mxM

- YaCTHIl pa3MepoM
Meree 355 MxM

Pasnen «Taxensie Me-
TAJUTBI)

I'® PB 11, Tom 2,
erp.577

Pasnen «Boma»

I'® PB I, Tom 2,
ctp.577

Pasnien «Cynsarnas
301a»

I'® PB 11, Tom 2,

c1p.577
I'd PBII, 2.9.12

He Gonee 0,0005 % (5 ppm)

He menee 4,5 % u ne 6onee 5,5 %

He Goxnee 0,1 %

50 % —65 %
90 % — 100 %
96 % — 100 %

99 % — 100 %

0%-15%
60 % — 80 %

99 % — 100 %

He Gonee 20 %

He menee 98 %

10 % -30 %
40%-70%

90 % - 100 %
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Cneundukaiis Ha HCXOHBIC MATEPHAITEI

RN BRI

171-17
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ORISR 4 s

No
n/n

[NapameTpsi Meroas

KOHTPOJIA

Meroankn
UCITBITAHHH

KpuTepun npreMIEMOCTH

- YAaCTHIL pa3MepoM
menee S00 Mxm

- 1aKmo3a
Tablettose® 80

- YaCTHIL pa3MepoOM
MeHee 63 MKM

- YACTHI] pasMepoM
menee 180 Mxm

- YaCTHI| pa3MepoM
menee 400 Mxm

- HaCTHIL pa3MepoM
menee 630 MM

- 1akmosa
SuperTab® 145D

- YaCTHIl pa3MepoM
MeHee 45 MKkM

- YaCTHIl pasMepoM
menee 100 Mxm

- YaCTHII pa3MepoM
meree 250 Mxm

- Iakmo3a
FlowLac® 90

- YaCTHI| pa3MEPOM
MeHee 32 MKM

- YaCTHII pa3MepoM
meree 100 mxm

- YaCTHIL pa3MepoM
menee 200 Mxm

- 1akmo3sa
SuperTab® 11 SD
- YaCTHIL pa3sMepoM
MeHee 45 MKM

- YaCTHII pa3MepoM
menee 100 MM

- YaCTHI[ pasMepoM
Mmeree 250 Mxm
2.12 Muxkpobuono-
rHYecKas YHCTOTA:
- obImee KOJIHYECTBO
aspoGos (OKA)
**. obmee xonuye-
cteo rpubos (OKI)
- Escherichia coli

I'® PRI,
2.6.12,2.6.13

Meroanka HenbITaHui

AM-12-0171
COINI-KO-12-197

100 %

He 6onee 20 %
40%-75%
He menee 85 %

He menee 97 %

0%-15%
30 % - 60 %

98 % — 100 %

He Gonee 5 %
25 % -40%

He menee 85 %

0%-15%
30 % —-60 %
98 % — 100 %

®PBILS5.1.4

10> KOE/r

10° KOE/r

Or6op npob -

B coorBercrsHM cO

onepa-
HOHHOMH npoueaypo:

CTaHapTHOH

COIT-KO-14-057,
COI1-KO-12-024

Orcyrersue B | r

@




0OAO «B3MID M_

Crneundukaumus Ha UCXOIHBIE MATEPHABI

%Hc-xo-d-mn-n
JRIEW

M 3 ¢

Ne
n/n

[TapameTpel
KOHTPOIS

Meronas

MeToauku
HCITBITAHHH

Kputepnu npuemieMocTs

ObbemM KOHTPONBHOH
npoObl

AJl; 1500 r
MBJI: 20,0 r

VYenosus xpaneHus

B BO3MyXOHENMPOHHIIAEMOM KOH-
TeliHepe

Cpok rogHocTH

VKa3pIBaeTCH H3INOTOBHTEEM

VYnakoska

[MTonuaTHICHOBBIE MEIKH, BIO-
JKEHHBIC B MHOrocnofuble Gymax-
HbIe MEIIKH HJIH MOTHITHICHOBBIC
Hapabanbl, thonbrupoBaHHbIe
MEIIKH, BJIOXKEHHbIC B KapTOHHBIC
kKopoba, a TaKKe ApyrHe BHIbI
ynaxkosku, obecnevudsaioumme co-
XPaHHOCTb CHIPbA B TEHEHHE CPOKa
rOJIHOCTH

Harotosutens

- DFE Pharma GmbH & Co.
KG, N'epmanns

(Pharmatose® 100M, Pharma-
tose® 200M, SuperTab® 30GR,
SuperTab® 14SD, SuperTab®
11SD)

- ALPAVIT Kiiserei Champi-
gnon Hofmeister GmbH & Co.
KG, I'epmanns

(Pharma 200/70, Pharma 200/15)
- MEGGLE GmbH & Co. KG,
lepmanns

(SacheLac® 80, Tablettose® 80,
FlowLac® 90)

Kon

Jlakro3a 80 mesh (SacheLac®
80, Pharma 200/70) - 80183
Jlakro3a 100 mesh (Pharma-
tose® 100M) — 80080
Jlakro3a 200 mesh (Pharma-
tose® 200M, Pharma 200/15) -
80177

Jlakroza SuperTab® 30GR
(Tablettose® 80) — 80138
Jlakrosza SuperTab® 14SD
(FlowLac® 90) — 80239
Jlakrosa SuperTab® 11SD -
80288

*HcenbiTaH|s TOUVTHHHOCTH M3 KaXI0# ynakoBOYHOH €IHHHIIbI

nepen BhladeHd B NMPOM3BOJCTBO

nposouTh cornacko COIN-KO-14-056 metonom T'® PB 11, 2.2.40 CnextpodoromeTpHs OIHIKHErO
uHpakpacuoro auanasona 6o I'® PB 11, 2.2.48 PamaHoBCKas CIEKTPOMETPHA. Kpurepau npuem-
nemocTH: «CrieKTp HENBITYemMoro o6pasna J0/KeH COOTBETCTBOBATE CNIEKTPY JIAKTO3bI MOHOTHApATa,
BHeceHHoro B Gubnuorexy cnextpos BHK-ananusartopa nnbo crnekrpomerpa konebarenbHOro (pama-

HOBCKOI'0) pacCesHusA.

** [lonoauutensroe Tpebopanne OAO «B3MI».
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ANl KonTponbHetie-ko-14-0171-17
3K3EMMAAP

IMpunoxenue Ne |

Jlakrosa 80 mesh:
Toprosas mapka SacheLac® 80 npoussoaurens MEGGLE GmbH & Co. KG, I'epmanns
Toprosas mapka Pharma 200/70 nponssoautens ALPAVIT Kiserei Champignon Hofmeister
GmbH & Co. KG, I'epmanns

A3ATPOMHIMH, Kancysl 250 Mr

Bancapras, TabneTkn, nOKphIThie uieHouHOoH 06004koit, 80 Mr u 160 mr
JlokcHumkiaus, kancyast 100 mr

Knaputpomuums JloHT, TabNeTKH ¢ NPOJOHTHPOBAHHBIM BLICBODOKICHHEM, ITOKPBI-
Thie IeHOYHOH 060n0uKo# 500 Mr

Jlesamu3zon, Tabnerkn 50 mr u 150 mr

JInannonpun, tabnerku 5 Mr u 10 mr

JInaunonpun, Tabnerka 20 Mr

Jlonepamuza ruIpOXJIOPH, Kancyisl 2 MT

Jloparanusu, Tabnerku 10 mr

lO Manarpa, kancynsl 50 mr u 100 mr

11. Manporunns, TabneTks NOKphIThie rieHouHOM 06onoukoit 25 mr

12. MuaanTan, TabneTky, NOKphIThIE IIeHOYHOMH o6omoukoi 100 Mr

13. Mokcudnokcaims, TableTkn NOKphIThIE MeHouHOR o6onoukoH 400 Mr
14, Onnancerpon, Tabnerku, nokpsiTsie 060n0ukol 8 Mr

15. Odnokcaunn, TabneTkn, NOKPLITHE TUICHO4YHOH 06onoukoi, 200 Mr

16. PusapoxcabaH, TaGneTkn, NOKPHITHIE IUICHOYHOH 060109K0#, 2,5 Mr

17. Pucnepuion, TabneTkH, MOKphITHIE MIeHOYHOH 060104KO0M, | MrH 2 Mr
18. CumBactaTiH, TabneTkH, NOKphITHIE M1eHouHoH obonouxoit, 10 mr u 20 Mr
19. Cna3smaron, Tabnerku 500 mr/S mr/0,1 mr

20. ®amoTHaMH, TabNETKH, MOKPBITHIE TIEHOYHOH 06onouko#, 20 Mr 1 40 Mr
21. ®aykonazon, kancyasi S0 mr u 150 mr

22. Dram3unar, Tabnerkn 250 Mr

23. IOBena, kancymsi S0 mr u 100 mMr

Pt o o B

O 9% N O



AN KosirponsHe

[Mpunoxenne Ne 2 K3EMIN ngp

Jlakroza 100 mesh:

I]O-l4-0l7l-l7

Toprosas mapka Pharmatose® 100M npoussozutens DFE Pharma GmbH & Co. KG, I'epmanns

090NN B W

.

10.
11.
12.
13.
14.
15.
16,
17.
18.
19.
20.
21.
22,
23.

Amb6poxcosn, Tabnerku 30 mr

Amuonapon, tTabnerku 200 Mr

ATOpBacTaTHH, TaONETKH, MOKPLITHIE MIeHOYHOH 06on0ukoif, 10 Mr, 20 Mr u 40 Mr
Bpomrekcun, Tabnerku 8 Mr

I'mapoxnoprraszna, tabnerku 25 Mr

Mmuxnasnn, Tabnerkn 80 mr

Jporasepuna rugpoxnopun, rabaerku 40 mr

Hnnanadon, Tabnerku, nokpsiTeie rieHouHoH obonoukoit 2,5 Mr
Kanronpun, Tabnerku 25 mMr

Kantonpun, tabnerku 50 mr

Knunnauun, kancyasr 150 mr u 300 mr

Knosanun, tabnerku 25 mMr

Knozanun, tabnerkn 100 mr

Knozanuu-®apm-Unnosaunn, Tabnerkn, 25 Mr u 100 mr

MoxkcoHuIHH, TabNneTKH, NOKpLIThIE naeHo4Ho# o6onoukoif, 0,2 mr 1 0,4 Mr
Hucratan, Tabnerku, nokphiThie nienourHo# obonouxoit 500 000 EJL

Con bait, TabneTkn, noKpbIThie MIeHOYHOH 0bonouKoi 15 Mr
Crmpononakton, kancyiust S0 mru 100 Mr

Tonnepu3on, TabneTku, NOKpHITHE MICHOMHOH 0601049k, 50 Mr 1 150 mr
®ypazonunaon, Tabnerkn 50 Mr

®ypocemun, Tabnerku 40 mr

XopnpoTHKCEH, TabneTkn NMoKpbIThe MaeHoYHo# o6onouxoit 15 Mr, 25 mr, 50 mr
OramOyTon, TabNeTKH NOKpHITHIE MIeHoYHOMH oGonoukoi 400 Mr



Al KOHTpOﬂb}mﬁ-l}o-M-m 71-17
IK3SMNAAP

[Mpunoxenne Ne 3

Jlakro3a 200 mesh:

Toprosas mapka Pharmatose® 200M npoussoautens DFE Pharma GmbH & Co. KG, 'epmanns
Toprosas mapka Pharma 200/15 npoussomurens ALPAVIT Kiserei Champignon Hofmeister
GmbH & Co. KG, I'epmanus

WNT—

e Rl

Bucakomn, TabneTki KHIIEYHOPACTBOPHMBIE, MOKPAITHIE IUIEHOYHOH 060/104KOH, 5 M
HpbGecapran, TabneTks, NOKphITLIe MIeHOUHOH 060n0uko#, 75 mr, 150mr 1 300 mr
Upbecapran + 'uapoxnopruasui, TableTkH, MOKPBITHIE MJICHOYHONH 060104KOiH,
300 mr + 25 mr; 300 mr + 12,5 mr; 150 mr+ 12,5 Mr

Menokcukam, Tabnerku 7,5 Mru 15 mr

Meroknonpamun, Tabnerku 10 mr

[Muprnokcnn, Tabnerku 50 Mr

Toduszonam, Tabnerku 50 mr

®enubyt, Tabnerku 250 Mr



IMpunoxenne Ne 4 JK3EMNIIAP

Al Kor:TponbM-hlo-M-om-n

JlakTo3za SuperTab® 30GR:
Toprosas mapka Tablettose® 80 npoussoaurens MEGGLE GmbH & Co. KG, I'epmanus
Toprosas mapka SuperTab® 30GR npoussoantens DFE Pharma GmbH & Co. KG, IN'epmanns

BAJl Cumamapus, TablIeTKH MOKPBITHIC ICHOYHOH 060n04Koii 35 Mr
Bunnouerun gopre, rabnerkn 10 mr

Buuanouerns, Tabnerkn 5 Mr

3onuKkaoH, TabNeTKH NOKPHITHIE IUIEHOYHOH 000n0uKkoii 7,5 Mr
Keroponax, Tabnerkn, nokpsirsie ruieHo4Hoi obonouxoit, 10 mr
Cranamapun, TableTKH NMOKpLITHIE IUICHOYHOM 060n04Koi 35 Mr
Onananpun, Tabnerku 5 mr u 10 Mr

Onananpun, Tabnerku 20 Mr

I



[Mpunoxenue Ne

All

Kosi:5 HefiS
”

IK3IBMNNAP

JlakTroza SuperTab® 14SD:
Toprosas mapka FlowLac® 90 nponssoaurens MEGGLE GmbH & Co. KG, I'epmanus
Toprosas mapka SuperTab® 14SD npoussomurens DFE Pharma GmbH & Co. KG, I'epmanus

-KO-14-0171-17

1. PosyBacratuH, Tab/ieTKH, MOKPhITHIE IUIEHOYHON 06010uKo#, 5 MT, 10 Mr 1 20 Mr

2. CnupoHonakToH, Tabnetkn 25 mr



All Ka.‘f;»i—l:écnbugﬂl- 0-14-0171-17
[punoxenne Ne 6 aK3eMnnap

Jlakro3a SuperTab® 11SD:
Toprosas mapka SuperTab® 11SD npoussoantens DFE Pharma GmbH & Co. KG, N'epmanus

1. Cymarpunran, TabneTku NOKpbIThIe 1eHOYHOH 060104Ko# SO Mr 1 100 Mr
2. lletnpuann, TabNeTKH NOKPBITHIE UIEHOYHOH 06oouko# 10 mr



