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CrieuncdhHranss Ha YIaKOBOYHEIC MATEPHANE!

All

HaTa BBEOEHNS C:
30.04. 2029

BeonuTca B3aMeH:
CITY-K0O-14-0070-02
ot 03.03.2017

Helicreydr no:

KoH belﬁ'ni-Ko-M-oo?o-oa
n [elaT=l2) CTP lual
- Unnd! axryanuzaims

Becepouno

HEILIACTU®UIMPOBAHHAS NBX-ITEHKA
IJISI HEPBHYHOM Y BTOPUYHOM YIIAKOBKHI
JEKAPCTBEHHBIX CPEJACTB THII 121-9/01

KonTpoas kayecTBa nmo
TEXHUYECKHNM YCJIOBUAM WT/MKF-E-1/07/2016,

I'® PE II, Tom 1, n.3.1.11

Cocrasna Cornacosann Yreepaua

Homxnocts: xuMuk [ kareropun | JomxkHocTs: HauansHuk OKK JIOIKHOCTE: 3aMeCTHTE/ p-LeHEePalb-
Al HOTO JMPEKTO sy 7
HMO®: M.B.Babxanuesa HOD: D.B.W A2/77 HO®: T.BMaryfo / /5~
Tloanmees: 6O Toamuce: LS Moanwce: \ 7

Jara: 24.04. 2025 Jlata: 28 04 20325 Hata: 2.9 0. 2024

JIOMKHOCTE: 3aMeCTUTENE HAYATEHHKA
Al

HO®: HAManeirusa / /.

Tloammcs: B

HOera: 29 04 2025

HomxHoeTs: HaganesHuk OCHP

HOD: O.A.Bpem3a
Ionmnwce: (’B’ﬁp

Jlata: 28 .04 025

HomikHooTs: Haganbruk O3 /

HO®D: U.A. Hogak

Tonnuce: /

P
Hara: 28.0-. 2 i i

/
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CrieuM(pMKanud Ha YNaKOBOYHBEIE MaTEPHAIIBI
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SKIEMINY Chp2ws3

HanpasneHuH, %o
2.8 ***Bunun-
XJIOpHI

2.9 ***¥TIpo3pay-
HOCTBH pacTBopa S1
2.10 ****] [geTHOCTE
pacteopa 51

2.11 ****OnTHuec-
Kas IJIOTHOCTD pac-
TBOpa Sl

2.12 ***¥*QOrmymec-
Kas [IOTHOCTE
pacTBopa S2

2,13 ***Marepu-
anel, cTabHIU3H-
pPOBaHHEIE OJIOBOM
2.14 ¥*¥¥ Jxerparu-
pyeMEle THKeNsIe
METAJUIE]

I'®PBII, 22.28
I'oPBIL 2.2.1
I'vPBEIL2.2.2,

merton 11
I'ePEIN, 2.2.25

[®PBII, 2.2.25

Busyansneiit

I'®dPBII, 2.4.8,
meron A

'O PBEIL Tom 1,
cTp.559
' PEIL, Tom 1,
cTp.560
I'd PEIL, Tom 1,
cTp.560
[®PBIL Tom 1,
cTp.560

I'® PBII, Tom 1,
crp.560

I'd PRI, tom 1,
cTp.560

I'® PBEIL, ToMm 1,
cTp.561

Ne [TapameTpsl Metozs! MeTtoauku Kpurepuu npHemMIcMocTi
n/n KOHTPOJIA HCHBITaHH
1 |IIpuMencane - - Jns nepeuunoil ¥ BTOpHYHOH yna-
KOBKH JIEKAPCTBEHHBIX NpPENapaTos
2  |HaumeHoBaHHE
rokasarenei Kaye-
CTBA:
2.1 Bremnuuit Bua | BrayaneHeH COII-KO-14-102 He pomyckaercs Hamuume 00X
WT/MKF-E- BKJIIOYEHHH, TIPOCBETOB.
1/07/2016, n.4.2 JlonyckaeTcs MOsBIEHHE TORKHX JIH-
Hul TeueHus, Kpas INIeHKH DO/DKHSI
OBITh POBHO 0DpE3aHbl K HE JOJIKHE]
HMETE MEXAHHYECKHX MOBPEKICHH
2.2 *Mnermadurar s
Abcopburonnasn
cnexTpohoTo- F'dPBII 2.2.24 I'& PEII, Tom 1, [lomyuennsli CHEKTP IOMKEH COOT-
MeTpHs B HHDpa- cTp.560 BETCTBOBATH CIEKTPY THMOBOro 06-
KpacHOH 00nacTH pasiia
2.3 Lger BuayansHs!# WT/MKEF-E- **BecnpsetHan Oes kpacuteis. Jonyc-
' 1/07/2016, n.4.2 KaeTcs KeJNTOBaThIH OTTEHOK.
2.4 3amax WT/MKF-E- WT/MKF-E- Jomxen OBITE XapaKTepHBIM 114 J10-
1/07/2016, n1.3.3 1/07/2016, m.3.3 HaBoK, HCTIONB3YEMBIX Ui 00paboTkH
TIOTTHBHHUIXJIOPHIA
2.5 [[noTHOCTS, Becono# Becoro#i 1,35+ 0,02
r/em’
2.6 Tonumua WT/MKF-E- ISO 4593 230 MM £10% 350 MrM =7 %
/ 1/07/2016,n.3.4 ' 400 MM £ 7%
2.7 Bapuauuun WT/MKF-E- DIN 53377
pasMepos: 1/07/2016, n.3.5
- B NOIEPEYHOM He 6onee +3 He Sonee +3
HampasIeHuH, %
- B TPOJIONIEHOM He Gonee -7 He Gonee -5

He Gonee | ppm

ITo cTeneHyu MyTHOCTH HE J0/DKEH
nipeBsuath atanoH Il

JHomxen G66ITh GeCUBETHRIM

Apas0-310) we — HE Bostee 0,3
Agz50.330) n — HE Bonee 1,0

He 6onee 0,25 % Sn

He Gonee 20 ppm
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ACH T aHe-K0-14-0070-03

Creunduralis Ha YNaKoBOYHEIE MATEPHAME f
sy3omnnap ¢wpius3
Ne [TapameTpsl Metonet MeTonukH KpuTtepny npHEMJIEMOCTH
n/n KOHTPOJIA HCTIBITAHHH
2,15 *¥***Dyerparu- '@ PB 11, 2.2.23, TOPBII, Tom 1, He 6onee 100 ppm
PYEMBIH LIMHK meron | cTp.561
2.16 ****Cymedar- |[['® PEII, 2.4.14 I'o PEII, oM 1, He 6onee 1,0 %
Has 30514 crp.561
2.17 ***Buchenon | MBH, yreepxaennsie |MBY, yrsepxaen- |IIpapuna EC Ne 852/2004,
A B YCTAHOBJIEHHOM HbIe B YCTAaHOBJEH- |mpuioxenue II, pasnen X, .l
TIOpANIKE HOM TOpsJIKEe Jlonsed OTCYTCTBOBATDL
3 |Ot6op mpod - B COOTBETCTBUH €O -
CTAHJApTHOH OTle-
palHOoHHOH mpore-
Jtypoii:
COI1-KO-14-057
4  |Ob6nem npobu - B cOOTBETCTBHH CO -
CTaHJApPTHOH ome-
palHoHHOH TIpolLe-
JIypoi:
COI1-KO-14-057
5 | YcnosHsa XpaHeHHS - - B cyxOM, YHCTOM H BEHTHIHPYEMOM
ckiajne, paccTosHMe oT Joboro He-
TOUHHKA TEIJIA AODKHO OBITH HE Me-
mee 1 M, npr Temmneparype ot 10 °C
no 30 °C. He nomyckaeTcs XpaHeHHe
neHKH B Doyee ¥eM OJHOM CllO€ B
HepacacoBaHHOM yrakoske. Pyimo-
HBl ¢ TUIGHKOH HE CIEAYET XpaHHTh
07 HPAMEIMH COJIHEYHRIMH JIyHaMH
6 apanTHHHLIH - - 24 Mecsua ¢ naThl IPOM3BOACTBA
CPOK XDaHEHHS
7 YnakoBka E - IIneHKy HaMaTeIBAXOT B PYJIOHBI Ha
[UIACTMACCOBBIC BTYJIKM MM Kap-
TOHHO-OYM&KHBIE IOINYIH, W3TOTOB-
NIEHHEIE 1o HOPMaTHBHO-
TEXHUYECKOH  JOKyMEHTalWH, H
0BepTHIBAIOT B YIAKOBOUHYI0 Oymary
HIH NoNHMepHYIo mneHky. lomycka-
eTcs INPUMEHATh METAIIHYECKUE
ITITYJIH
8 HarotoBuTens — - MKF-ERGIS Sp. z 0.0., [Tonsma
9 Kon - - 0,23 x 900 — 200542

0,35 x 900 — 200679
0,40 x 900 — 200829

*KOHTpOIHPOBATE OJHY CEPHIO B TOA.

** ITononuuTensuoe Tpebosanne OAQ «b3MIIx.
*** K agecTBO rapaHTHPOBAHO TPOK3BOIHTENIEM.
*#%* L OHTPONHPOBATE OHY CEPHIO M3 IIPHBO3A.




