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Cneundukaima Ha HCXOAHBIC MATEPUATHI

-

oa: QIC-KO-14-0114-08

HYECKOEC Bpalll€eHHE

B. Temneparypa
naaBneHusA

C. Abcopbunonnas
cnekrpodoromMeTpus
B HH(paKpacHOH
obnacTu

D. Toukocnoituas

xpomarorpadpus

2.3 [Ipo3pavnocThb

2.4 llseTHOCTh

2.5 YenbHas 31€eK-
TPOTIPOBOHOCTD

2.6 Temnepartypa
MJIaBJICHNA

F®oPBIL22.14

FeoPBIIL 2.2.24

FoPBIIL 2.2.27

FrePBIIL 2.2.1
MO PBILL 2.2.2,

meron Il

o PbII,2.2.38

F®PBIL22.14

(nnenTudukauus) A»
I'® PB 1L, Tom 2,
cTp.639

Paszgen «lTomHHOCTS
(uaentuduxanns) By
I'® PB I, Tom 2,
cTp.639

Paznen «floanuHnoCTh
(naenTnduxamns) C»
I'd PB 1L, Tom 2,

cTp.639

Paszgen «lTommmaHOCTS
(naentudukauns) D»
I'®d PB I, Tom 2,
cTp.639

Paszaen «I1poszpaunocTs»
I'® PB I, Tom 2,
cTp.639

Pasnen «llBeTHoCTE®
I'®d PB I, Tom 2,
cTp.639

Painen «Y nenbHas Mek-
TPOIPOBOIHOCTBY

I'® PB 11, Tom 2,
cTp.640

Pasznen «Temneparypa
MJIaBJICHNA Y

I'® PB I, Tom 2,
cTp.640

L) Crp.2 m3 s
Ne [TapameTphi Meroas! Meroanku Kputepuu npuemyieMocTv
n/n KOHTPOSA HCIILITAHHA
1 [Tpumenenne - - B kayecTtBe BCMOMOrareJbLHOTO
sewecTsa npu npoussoacrse JII 8
COOTBETCTBHH C MPHIOKEHHAMH
Nel,Ne2
2 Haumenosanue no-
KazaTenei KavecTsa:
2.1 Onucanue BuayanbHblit; COIl-KO-14-102 benble win noytu Gesnble KpUcTan-
(cBoficTBA) e PBIILS.11 bl HJIH TIOPOUIOK.
Jlerko pacTBOpHM B BOjJE, NMPaKTH-
YeCKH HepacTBOpHM B 96 % cnupre.
[®PBILS59 O6nanaet nonumMophuIMom.
2.2 *loanuHHOCTH
(vnentndukaums):
A. Yaenssoe ontu- | '@ PBII, 2.2.7 Pasnen «llommunocts | A. Ot 423 no +25 (B nepecyere Ha

CyXOe BeLIEeCTBO)

B. Hcnwityemsiit obpaszeint Bbuiep-
*uBaer ucnbiTanue «Temneparypa
MJIaBACHHA», KaK YKa3aHo B pasje-
ne «Mcnerranusy

C. UK-cniekTp NpoOIyCKaHHs HCITbl-
Tyemoro obpa3sua A0/DKeH COOTBET-
creosate MK-cnextpy npomyckanus
OCO MaHHHTa WIH CTEKTpY, Npej-
CTaBleHHOMY Ha pHcyHke #0559.-1
D. Ha xpomaTorpaMme HCIBITYEMO-
ro pacrsopa oOHapykuBaeTcs OC-
HOBHOE TMATHO, COOTBETCTBYHOLUIEE
M0 PacroyiokKEHHIO, UBETY W paime-
Py OCHOBHOMY MATHY Ha Xpomaro-
rpaMMe pacTBopa cpaBHeHHs (a)
Pactsop S nomken ObITh NPO3pavHbIM

Pactsop S no/mkeH ObIh GectBeTHLIM

He Gonee 20 MkCwm-cm”™

Ot 165°C 10 170 °C
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Cneumpukaumus Ha MCXOAHBIC MATEPHAIbI

-~

1 CRIC-KO-14-0114-08

AKIENMITNAN  [Crp3mas

Ne [TapameTpsi Mertoast Metoauku Kpurepun npueMaeMocTi
n/n KOHTPOIS HCTIBITAHH
2.7 Boccranasnusa- | F'® PBIL, tom 2, | Pasaen «Boccranasnn- | He Gonee 0,1 % (B nepecuere Ha
IOlIHe caxapa cTp.640 BaIOIIIHE caxapay rIoK03y)
['® PBII, Tom 2,
c1p.640
2.8 Conytcrytoume | '® PB 11, 2.2.29 | Paznen «Conyrcrayio-

NMPHMECH:

- npumecs A

- CymMMa npumecei
BuC

- Hecneunduumnpo-
BaAHHBIC NIPHMECH

- CyMMa npuMecen
2.9 Hukens

2.10 Tsxensie Me-
TauIbl

2.11 lNoTeps B Macce
MPH BLICYIIMBAHHH

2.12 Pa3smep wactuit
(Parteck M200):

- YaCTHIL pa3MepoM
MeHee 53 MKM

- YacTHIl pa3MepoM
6onee 500 MxMm

2.13 KonuyectseH-
HOE OlpeieneHune

2.14 bakTepHanbHbie
IHIAOTOKCHHBI

F'®oPBIIL24.15

I'® PB I, Tom 2,
cTp.640

e PBII, 2.2.32

' PBII, 2.9.38

F®PBII, 2.2.29

[®PBIL 26.14

HIHE TTPHMECH
I'd PB I, Tom 2,
cTp.640

Paznen «Hukens»

I'® PRI, Tom 2,
cTp.640

Paznen «Taxensie Me-
TaIbI»

' PB I, Tom 2,
cTp.640

Pasnen «Iloreps B mac-
Ce NPH BBICYILIMBAHHH Y
I'd PB I, Tom 2,
cTp.640
F'dPBIIL2.9.12

Paznen «Konuvecrsen-
HOE OIpee/ICHHE)

I'® PRI, Tom 2,
cTp.641

MeTroauka uenbITaHui
AMBE-12-0114
COI1-KO-12-059

He 6onee 2,0 %
He 6onee 2.0 %

He 6onee 0,10 %

He 6onee 2,0 %
He Gonee 0,0001 % (1 ppm)

He Gonee 0,0005 % (5 ppm)

He donee 0,5 %

He Gonee 15 %
He 6onee 15 %

He menee 97.0 % u ne 6onee 102.0 %
(B nepecyeTe Ha CyXOe BELIECTBO)

Menee 4 ME/r, ecnin cyGeranuus
npeaHa3HaueHa JUIs MpPOM3BOACTBA
JITT ans napeHTepanbHOro npHme-
HEHHS C KOHUEHTpauHeH MaHHHTa
He Gonee 100 r/n Ge3 nocneayro-
IeH noaxoAdeH npoueaypsl yia-
neHus GakTepHaNbHBLIX IHIOTOKCH-
HOB.

Menee 2,5 ME/r, ecnu cyGeranuns
MpeAHasHaYeHa s NpPOH3BOACTBA
JITT ana napentepanbHOro npume-
HEHHA ¢ KOHUEHTpalMel MaHHHTa
donee 100 r/n Ge3 nocneayroued
NoAXoAAmeH NpoUeaYphl YAAICHHA
DaKkTepHATBLHBIX YHAOTOKCHHOB.
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CneunpuKaums Ha HCXOIHBIE MATEPHAITBI oa: CIIC-KO-14-0114-08
MiUlAY  Crpdms
Ne [MapameTphi Metost Meronkn Kputepuu npuemiaeMocTy
n/n KOHTPOJIS HCTIBITAHHH
2.15 Mukpobuono- | T'® PBII, 2.6.12, | Metoanka ncnbiranuit | @ PBIL, 5.1.4
ruyeckas YueToTa: 2.6.13 AM-12-0114

Jlns npon3soacTsa
crepuibhbIx JIIT:

- o0l111ee KOJIHYECTBO
aspobos (OKA) u
ofuiee KOIHYECTBO
rpubos (OKI') cym-
MapHO

- FpaMOTpHLATE b~
HbIX DakTepwit, To-
JCPAHTHBIX K HKENUH
- Pseudomonas
aeruginosa

- Staphylococcus
aureus

Jlns npoussosacTsa
Hecrepuabubix JIIT:
- ob1iee KOHYECTBO

COI1-KO-12-197

He 6onee 10° KOE/r

Orcyrereue B I r
OrcyrctBue B 1 1

Orcyrcreue s | r

aspobon (OKA) 10° KOE/r
- of1iee KOTMYeCTBO
rpubos (OKI") 10 KOE/r
- Escherichia coli Orcyrcreue B | r
3 Ot6op npob - B coorserctBHM  cO -
' CTAHJIapTHOW oOnepaum-
OHHOMH MpOUEAYPOH:
COI1-KO-14-057,
COI1-KO-12-024
4 OO0BbeM KOHTPONBHON - - AJL: 4300 r
npoOs MBJI:
JU1s npou3BOACTBA CTEPHIIBHBIX
JI-310r
J1na npon3BOACTBA HECTCPHIIBHBIX
JIIT-20,0r
5 Ycnosus xpaHeHHS - - B 3aMIIEHHOM OT CBETa MecCTe.
B 3amMIeHHOM OT CBETa MECTe MpH
temneparype or +2°C no +25°C -
ana Parteck M200
6 | Cpok rogHocTH - B YKa3bIBaeTCA MPOH3BOAMTENIEM
7 Ynakoska . - - [TosmaTHICHOBBIC NAKETHI, BIOKEH-

Hble B KapToHHBle Kopoba (Merck
KGaA, T'epmanus), NMOJIHITHICHO-
BIE MEIIKH B MHOrocnoiueix Oy-
maxHbIX Mewkax (Roquette Freres,
@paduus), a TaKKe ApYrHE BHIIbI
YNakoBkH, obecneywBaoumMe Cco-
XPaHHOCTDH CHIPbS B TEYEHHE CPOKa
FOJIHOCTH
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CrieunpuKkaums Ha HCXOAHBIE MATEPHAIbI

[T1C-KO-14-0114-08

Crp.Sm3 s

a3eNnnap

Ne [MapameTpsi MeTtos Meroauku Kputepuu npueMaeMocTH

n/n KOHTpOJIA HCNbITAHHIH

8 HarotosuTens - - Manuur — Shandong Tianli
Pharmaceutical Co., Ltd., Kuraii
Parteck M200 — Merck KGaA,
["epmanus
Pearlitol PF — Roquette Freres,
DpaHumns

9 Koa - - Manuur - 80126

Parteck M200 - 80185
Pearlitol PF — 80159

*UcnbITaHus MOJUTHHHOCTH M3 K@kIOW YNakoBOYHOH eAMHMIIBI Nepea Bbiaauell B MPOH3BOACTBO
nposoants cornacio COI-KO-14-056 meronom I'd PB II, 2.2.40 CnextpodoTomerpus OGamxknero
undpakpacHoro auanaszona amubo I'd Ph 11, 2.2.48 Pamanosckas cnektpomeTpus. Kpurepuu npuemiemo-
cru: «CrnekTp wHenbiTyemMoro ofpasina J0/DKEH COOTBETCTBOBATH CHEKTPY MAaHHHTa (MaHHWTONA),
BHeceHHoro B GubGnmoreky cnektpos BUK-ananuzaropa nubo cnexrpomerpa kosnebarensHoro (pamMaHos-

CKOI0) paccesiHus».




All

KOHTPOM HidH ¢

aKaemnnip

ﬂpunomeancﬁrL

Manunt Parteck M200:

1. berarucTun, Tabnerku 8 mr, 16 Mr u 24 mr

MNC-KO-14-0114-08

2. Jlwaunonpun+Iuapoxnopruasun, tabnerku 10 Mr/12,5 mr u 20 mr/12,5 mr

3. CumeTHKOH, TabneTKH xepaTtebHbie 125 Mr



AJT! Konrponshpll dnc.ko-14.0114.08
JK3IeMNJiA
npmlo»(eML P

Mannnt Pearlitol PF:

1. Juxuodenak, pacTBOp JUIS BHYTPHMBILLIEYHOTO BBEICHNA 25 MI/Mi



