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No
n/n

[lapamerphi
KOHTPOJIA

MeTo/bt

MeToaukn
HCNLITAHM

Kpurepun npueMieMocTH

[Ipumenenne

B kawecTBe BCIOMOIATEILHOID
BEIIECTBA IIPH  NPOH3BOJICTRE
PACTBOPOB JUIA HHLEKIIHH.
Parteck M200, npou3ssojcTsa
Merck, l'epmanns B KauecTse
BCMOMOTATE/IBHOTO  BEIIECTBA
[1PH NIPOH3BOJICTBE:

- berarucrun, Tabaerku 8 mr,

16 M1 1 24 mr

- Jlwsunonpun + [napoxnop-
masm, Tabrerkn 10 Mr/12.5 mr
1 20 mMr/12,5 mr

L%

Haumenosanue 1o-
KaszareseH kavecrTea:
2.1 Onucanue
(croiicTBa)

2.2 TTo/IHHHOCTE
(uaeHTHOUKAINR)
A. Yaensnoe onru-
4ECKOEe BpalllCHHE

B. Temneparypa
N1aBJICHHSA

C. AGcopbunonHas

cnekrpooToMeTpHs

8 HHppakpacHoi
obnacTu

D. Toukocnoitnas
xpomarorpadus

2.3 IlpospayHocTs

2.4 IIseTHOCTD

BuayanbHeii;
I'®d PBIL Tom 1,
5.1

'O PBIL Tom 1,
5.9

I'® PBIL tom 1,
2.2.7

I'® PE L, Tom |,
22.14

'O PBIL Tom 1,
2.2.24

I'o PHIL tom 1,
2.2.27

I'dPEIL Tom 1,
2.2.1

I'd PBIL Tom 1,
2.2.2, metonll

COI1-KO-14-102

Paznen «lloinuuocts
(naentnduxanns) An
['® PB 11, Tom 2, c1p. 639
Pa3zien «llojumuuocts
(naenTuduxanus) By
I'® PB 11, Tom 2, cTp. 639
Paznen «lToutMHAOCTD
(nnenTrduxauns) Cr»
I'®d PB 11, Tom 2, c1p. 639

Passen «lIToutHHHOCTE
(uneHTHdukauus) Dy
I'®d PB 1L, Tom 2, cTp. 639

Pasznen «llpo3paunocTsy
I'd PB 11, Tom 2, crp. 639
Paszen «llBeTHOCTLY

I'd PB I, Tom 2, crp. 639

bensie wim no4rn Gesbie KpH-
CTA/LIbl WIH NOPOIIOK.

Jlerko pacTBopMM B BOJIE,
IPAKTHYCCKH HEPACTBOPHM B
96 % cnnpre.

O6nanaet noauMoOphHIMOM.

A. Or +23 no +25 B nepecuere
Ha CYXOC BEIIECTBO

B. Boiiepiusaer uenbiranue
«Temneparypa niaasaeHus»

C. HUK-<cnextp nponycKkaHus
HCnBITYeMoro ofpasua JoKeH
coorsercTROBath  MK-cnexrpy
nponyckanus  PCO  manuuTa
HJIH CHEKTPY, NPeJICTARICHHOMY
Ha pucynke #0559.-1

D. Ha xpomarorpaMme HCIIbl-
TYEMOro pacrsopa obHapykH-
BAETCH OCHOBHOC MATHO, COOT-
BETCTBYIOIIEE 110 Pacrooxe-
HHIO, LBETY U pasMepy OCHOB-
HOMY NATHY Ha XpoOMarorpam-
Me pacTBOpa cpaBHeHHs (a)
Pacrsop sonken Gbith npo-
IPAvHBIM

Pactsop nonxen OuTh Gec-
LUBETHBIM




iy

0AQ «B3MIT»

CreunduKaLHg Ha HCXOIHBIE MATEPHANLI

CIC-KO-14-0114-06

'_

= Crp.3m3 s
Ne [Tapamerpsi Metozm Metoankn Kpurepuu npueMaeMocTs
n/n KOHTPOJIs HCNBLITAHHH
2.5 Ynensnas anex- | 'O PBIL tom 1, | Pasnen «YnensHas sMiek- He Gonee 20 MkCm-cM™
TPONPOBOJAHOCTE 2238 TPONPOBOJHOCTE?
I'® PB 11, Tom 2, c1p. 640
2.6 Temneparypa IO PBIL tom 1, | Paznen «Temneparypa 01165 °C 10 170 C
IUIABICHUA 22,14 IUIABJICHHA Y
I'® PB 11, Tom 2, c1p. 640
2.7 Boccrananiu- I'® P11, tom 2, | Pasnen «Boccranasnusaio- | He Gosee 0,1 % B nepecyere
BAIOIIIHE caxapa crp. 640 He caxapay HA MIOKO3Y

2.8 Conyrcrsyio-
LIHE TIPHMECH!

- npuMech A

- cymma npumeceii B
nC

- HecreunpHunpo-
BAHHLIC IPHMECH

- cymMMma rnpumecei
2.9 Hukens

2.10 Taxensie Me-
TANJIb

2.11 lNoreps B Macce
NPH BLICYIIHBAHHH

2.12 Pasmep qacTHU
(Parteck M200)

- YACTHIL PAIMEPOM
MCHEE 53 MKM

- HACTHIL PAIMEPOM
Bonee SO0 Mxm

2.13 Koaunuecrse-
HOC Olpee/ieHne

2.14 BakrepuaibHble
IHJAOTOKCHHBI

I'® PB 1L, tom 2,
2.2.29

'O PHIL Tom 1,
2.4.15 nin
TOPEIL Tom 1,
2.2.22

I'd PE I, Tom 2,
crp. 640

I'd PBII, tom 2,
2.2.32

'O PBIL Tom 1,
2.9.38

['d PB I, tom 2,

2.2.29

I'd PB I, Tom 1,
2.6.14

I'® PE 11, Tom 2, c1p. 640
Painen «Conyrersyromme
[PHMECH»

I'® PB 11, Tom 2, ctp. 640

Pasnen «Hukensy
['® PB 11, Tom 2, c1p. 640

Passen « Tsoxensie metas-
JIBI»

I'® PB 11, Tom 2, cTp. 640
Paznen «lloreps B Macce
[IPH BBICYIITHBAHHM Y

[® PBII, tom 2, cTp. 640
I'® P IL Ttom 1,2.9.12

Pasnen «Iloreps B macce
PY BBLICYLLIHBAHUH Y

I'® PB 11, Tom 2, c1p. 641
Meroauka npHroIHOCTH
AMBE-12-0114
[TpoToko:n BanianHm
MMV-MH-12-509

He 6oaee 2,0 %
He 6onee 2,0 %

He 6onee 0,10 %

He 6onee 2.0 %
He 6onee 0,0001 % (1 ppm)

He Gonee 0,0005 % (5 ppm)

He 6onee 0.5 %

He 6onee 15 %
He 6onee 15 %

He menee 97,0 % u ve Gonee
102,0 % B nepecyere Ha cyxoe
BEILECTBO

Menee 4 ME/r, ecin cyberan-
UMA TIpEeJIHa3Ha4eHa JUIA npo-
uisojacrea JIC ans nmapente-
PAILHOIO TPHMEHEHHSA ¢ KOH-
LHeHTpauMeit MannnTa He donee
100 r/n Ges nocneayiouen
NMOAXOAAIICH 1poLeaypsl yia-
NneHHs OaKkTepHAIBHBIX IHJI0-
TOKCHHOB.

Menee 2,5 ME/r, ecin cyo-
CTAHIMA NpeJHAIHaYena Ui
npoussojacTea JIC ana napen-
TEPWILHOTO MPHMEHECHHS ¢
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e Crp. 4SS
Ne IMapameTps Meroasl Meroankn Kpurepun npueMaeMocTs
n/n KOHTPOJIA MCTILITAHKI
KOHIEHTpauuei manuura Go-
aee 100 r/n 6e3 nocneayromei
NOJAXOAAMEH Npoueaypsl yia-
NeHHs OGaKTEPHATBHBIX IHIO-
TOKCHHOB.
2.15 Mukpobuono- | I'® P I tom 1, | Meroauka npuroanocTs FOPBIL oM 1,514
rHYecKas Yuerora: 2.6.12,2.6.13 AM-12-0114

JUTH CTEPHIIBHBIX
JIC:

- oD1Iee KOHYECTBO
apoGos (OKA) u
ob11ee KOJIHYECTBO
rpubos (OKI') cym-
MapHo

- IPaMOTPHIATE b
HbIX DakTepHit, To-
NCPAHTHBIX K AKEIUH,
nubo Gaxrepuit ce-
meicTea Enterobac-
teriaceae

- Pseudomonas aeru-
ginosa

- Staphylococcus
aureus

JUIA HECTEPHIIbHBIX
JIC:

- 00111ee KOIHHECTBO

[Tporoxon Basuaauus
MMV-MH-12-075

He Gonee 10° KOE/r

Oreyrerpue s | r
Orcyrcrsue B 1 r

Orcyrereue B 1 r

aspobos (OKA) 10" KOE/r
- obuiee KOMHYECTBO
rpubos (OKI') 10° KOE/r
- Escherichia coli Orcyrcrsue s | r
3 O16op npod - B coorsercrsuu co craniapr- -
HOH OTEPAtMOHHON MMPOLIE/TY-
poi:
COI1-KO-14-057,
COIl-KO-12-024
R OObeM KOHTPOIIb- - - AJl: 2500 r
HOH NpoOkI MBJI:
31,0 r - juis crepunbhbix JIC
20,0 r — s HectepunbHbix JIC
5 YenoBns XpaHeHus - - B 3ammumiennom or csera mec-
Te.
B jamuuienHom o1 ceeta mec-
Te npu Temneparype ot +2°C
1o +25°C — ans Parteck M200
6 | Cpok roasocTy - - YKa3biBaeTCs NMPOH3BOIHTEICM
7 Ynakoska - - TTomMITHACHOBRIC NAKETHI,

CZAQ«W’
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No
n/n

[MapameTphl
KOHTPO/A

MeTomm

Meroaukn
HCIBITAHHHA

Kputepun npuemMieMocTs

BJIOKEHHBIC B KAPTOHHBIE Oa-
padanbl, a TAKAE JPYIrHe BH/Lb
YNAKoBKH, 00ecieYuBalolme
COXPAHHOCTL CBHIPLA B TEYEHHE
CPOKa IOJIHOCTH.

HarortosuTes

Manuut — Shandong Tianli
Pharmaceutical Co., Ltd., Kn-
Tan

Parteck M200 — Merck, I'ep-
MaHHs

Pearlitol PF — Roquette Freres,
Dpanuus

Kon

Mauuurt - 80126
Parteck M200 — 80185
Pearlitol PF - 80159

>

e i




.-t

Otxen 3akynok 3aMeCTUTENIO I'eHEePabHOro
JMPEKTOPA MO Ka4yecTBy
0OAO «B3MIT»
barypo T.B.

JIOKJIAJTHA S 3ATIMCKA \'v %‘/
21.05.2020

r. bopucos

Ilpenocrasasiem Bam nosyqeHHYIO OT [MPOH3BOAMTENS HCXOJHOIO ChIpbs
komnauuu Merck, lepmanns undopmaiinio o6 H3IMEHEHHH YCIIOBHI XpaHeHHS.

YBenomiienue ¢ nepesoaoM  HaxoasTcs nmo nytH storage (X:)/Common
Files/AJl/Merck.
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