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CI1C-KO-14-0085-09

Crp. 1 u3 4

JlaTta BBeieHHSA C:
39 13 4000 1.

BBoauTcs B3aMeH
CIIC-KO-14-0085-08
ot 13.03.2018 r.

JewicTByeT n0:
HeccpoyHO

[TpuynHa: akTyanusauus

CTEAPUHOBASA KUCJIOTA

Acidum stearicum
STEARIC ACID

Kontpoas kauectBa no I'® Pb 11, Tom 2, cTp. 915

CocTaBHJ

CornacoBaju

YTBepauu

JomxHocTb: xuMuk I kateropun AJl

JlomkHocTh: HavanbHUK OKK

JIOKHOCTD: 3aM. reHepanbHoro an-
peKTOpa 110 KauecTBy ~ ~ 7

HO®: M.B.KyxopeHko

HO®: TW/

IToanuce: KM(\/

HO®: O'BMAA 220 0 //
LKL

IToanuce: L 'W/

I'Iounucs

Jata: £4 A8 2cno

Jata: 42 X0 2020 /

Jara: ). rz/'zgm//c"

JlomxHocTh: MukpoOuosnor I karero-
puu
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HO®: B.O Pagpngefa
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[Toanuce: - %

[Toanuce: ;Z (//

Jlara: /3,/&.2. 2020

Hata: A7 AD. 2020+
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IToanuce: /

Jata: 46 A2 28520,

JlomxHocTh: HavanbHUK OCuP
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2.2 [TonnuHHOCTH
(uneHTHUKALIHA):
A. Temneparypa 3a-
Mep3aHus

B. KucinoTtHoe yucio

C. KonnuectBeHHoe
orpeJiesieHue

2.3 LlBeTHOCTB

2.4 KucinotHocTh

2.5 Moanoe unciio

2.6 Temniepartypa
3aMep3aHus

2.7 KonuuecTBEHHOE
onpeeeHue

[®PBIIL tom 1,
5.11

['®PBII, Tom 1,
2.2.18

['® PE I, Tom 2,
2.5.1

['d PEII, Tom 1,
2.2.28

['® PBII, tom 1,
2.2.2, meton I

['®d PEII, Tom 2,
c. 916

['® PBII, tom 1,
2.54

['®PBII, Tom 1,
2.2.18

['® PHII, Tom 1,
2.2.28

Paznen «[Tommun-
HOCTb (MIeHTHHKA-
us) A»

['®d PB I, Tom 2, cTp.
916

Paznen «ITommun-
HOCTbH (MIeHTHU(HKA-
uusi) B»

I'®d PB 11, Tom 2, cTp.
915

Paznen «ITonnun-
HOCTbH (MaeHTH(HKa-
us) C»

['® PBII, Tom 2, cTp.
915

Paznen «l{BeTHOCTHY
['®d PB 11, Tom 2, cTp.
916

Paznen «Kucnor-
HOCTB»

['® PB 11, Tom 2, cTp.
916

Pasnen «Moxnoe unc-
JI0»

['® PB I, Tom 2, cTp.
916

Paznen «Temneparypa
3aMep3aHus»

['® PB 11, Tom 2, cTp.
916

Paznen «KonuuecT-
BEHHOE OIpECIEHUE»
['® PB 11, Tom 2, cTp.
916

OAQLB3MHY 3¢ 111
Crneumpukaums Ha UCXOJIHBIE MaTePHaTbI __ri!j i CIT1C-KO-14-0085-09
[SICRIITRY Crp.2u3 4
No [TapameTtpsbl MeTtonsr MeTtonuku Kpurtepuu npuemsieMocTH
n/m KOHTPOJIS UCITBITAHUH
1 [TpumeHenune B kayecTBe BCIIOMOraTelIbHOTO Be-
IecTBa JUIs MPOU3BOJCTBA TabJIETOK
U Ma3eu.
2 HaumeHoBaHue 1mo-
Ka3zaTesjel KayecTna:
2.1 Onucanne BusyaibHblii; COII-KO-14-102 Benble wiau noutu Oesnble BOCKOOO-

pasHbie XJIOMBEBHIHbIC KPHUCTAJLIBI,
Oenas Wi noutn Oenas TBepaas
Macca MM OeNblif MM IKEeJITOBATO-
GebIi MOPONIOK.

[IpakTHYecKH HepacTBOpUMa B BOJE,
pactBopuMa B 96 % cnupTe M TmeT-
posieiitHOM 3¢upe (Temmneparypa Ku-
nenus (50-70) °C)

A. WcnpiTyemblii 0Opa3zen BbIACpKH-
BaeT ucnbiTanue « Temneparypa 3a-
Mep3aHus»

B. Ot 194 no 212

C. OcHOBHBIE THKH Ha XpOMAaTO-
rpamMMe UCIIBITYEMOIO PacTBOpa Io
BPEMEHHU yIEPKUBAHUSI COOTBETCT-
BYIOT OCHOBHBIM ITHKaM Ha Xpomaro-
rpamMme pacTBOpa CpaBHEHHSI.
Oxkpacka XHJIKOCTH J0JIKHA ObITh HE
uHTeHcuBHee 3tasoHa Y (OK); wiu
BY(KX); ,
He 10/KHO MOSIBASATHCS KPACHOE OK-
paluBaHue

He > 1,5

64-69 °C

Cmeapunosas Kucioma:
ne menee 90,0 %
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;!x&s‘imnﬁ_&:‘p Crp. 3 u3 4
No [TapameTpsbl MeTtob! MeTtoauku Kputepuu npueMiaeMoCcTH
n/m KOHTPOJIS UCTIBITAHUH
Cymma cmeapuHo6ou u
RAbMUMUHOBOU KUCTIOM:
He menee 96,0 %
2.8 Hukenb [®PBII, tom 1, | Pasmen «Hukenp» He 6onee 0,0001 % (1 ppm)
2.4.31 ['® PB 11, ToMm 2, cTp.
umu I'd PB I, 916
oM 1,2.2.22
2.9 * CreneHb u3- '® PBII, Tom 1, ['® PBII, Tom 1, He menee 99,5 % maccel nopoinka
MeJTbYEHUS 2.9.38 2.9.12 NPOXOIMT uepe3 cuto (315)
2.10 Mukpo6uoJo- ['® PBHIIL tom 1, Meroauka npuroaHo- | ['® PBII, tom 1, 5.1.4
ruyeckass 4YucToTa: 2.6.12, 2.6.13 ctu AM-12-0085
Jlnst mpon3BoACTBa [TpoTokon Banuaauuu
crepuibHbIX JIC: MMV-MU-12-1524
- of1iee KOJIMYECTBO
aspoboB (OKA) w
of1iee  KOJUYECTBO
rpuboB (OKI') cym-
MapHO He 6onee 10> KOE/r
- TrpamMOTpHUATelNb-
HBIX OakTepuii, TO-
JIEpaHTHBIX K JKEJT4H,
mbo Oaktepui ce-
meiictBa Enterobac-
teriaceae OrcyrctBHE B 1 T
- Pseudomonas aeru-
ginosa OtcyrctBHE B | T
- Staphylococcus
aureus OrcyrerBHe B 1 1
Jlnst npou3BoACTBa
HecTepubHbIX JIC:
- o0111ee KOJIMYeCTBO
aspoGos (OKA) 10° KOE/r
- o0111ee KOJIMYECTBO
rpubos (OKI) 10 KOE/r
- Esherichia coli OtcytctBue B 11
3 OT160op npod - B cootBeTcTBHH CO -
CTaHJapTHOM olepa-
UMOHHOM Ipoueay-
pou:
COIT-KO-14-057,
COIT-KO-12-024
4 O6BbeM KOHTPOJIBHOM - - AJL: 60,0 r
poObI MBJI: mst crepunbhbix JIC: 30,0 r
Juis HectepuibHbIX JIC: 20,0 T
5 VYcnoBus XpaHeHUs - - B ynakoBke U3roTOBUTENS B KPBITHIX
CKJIQJICKMX MOMELIEHUSX.
6 Cpoxk rogHocTn - - YKa3bIBaeTCs H3rOTOBUTEJIEM.
7 VYnakoBka — - [TakeThl MOJUITUIIEHOBBIE, MHOTO-

CJI0iHbIE OYMa)KHbIE MELIKH C I10JIU-
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P
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e-::‘:semnmp

Crp. 4 u3 4

n/n

[TapameTtpsl Meronas!
KOHTPOJIS

MeTtouku
HUCIBITAHUH

Kpurepuu npuemieMocTH

ITUJICHOBBIM BKJIQ/IBILIEM, a TAKKe
JpyTHe BUIbI YITAaKOBKH, 0Oecreyn-
BAIOIIME COXPAHHOCTH CHIPBS B Te-
YeHHE CPOKA FOHOCTH.

H3rotoBuTenn —

000 «HayuHO-IpOU3BOICTBEHHOE
peanpUsiTie «DIEKTPOra3zoXuM»,
YKpauHa

Kon

80039

* JlononuutensHoe TpedoBanus OAO «b3MIIy.




