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AHanWTHYeCKUM NACNOpPT HAa FOTOBYIO NPOAYKUNIO

JIWLEH3Ns Ha OCYLLECTBNEHWE NPOU3BOACTBA NexapcTeeHHbIX cpeacTs Ne00153-11C ot 08 Horbpa 000 «Hosapruc Hesax
2015 rona [lopora 8 Kamerky, 4. 40, K. 3
194362, Canxr-lMertepbypr, Poccua

Tenedou: +7 812 336 9891

KoHTponb kauecTsa

Homep nacnopra: ]
Certificate number ! 4-439-1119

1. OBWAA UHOOPMALIUA
GENERAL INFORMATION

HanmeHoBaHue
NpoayKUMK: Mansyc Met®, TabneTku nokpsITblie NNeHo4wHoit o6onoukoit, 50 mr + 500 mr Ne30
Product Name

JICP-001749/09-200918 Maneyc Met®, eunaarnunTuH + METEOPMUH,
MNpoBepeHo Ha TabneTku NOKpbITLIE NeHouHol oGonoykoi 50 Mr + 500 mr, 50 + 850 wr,
COOTBETCTBHE C: 50 + 1000 mr
Checked against MameHeHne Ne 1 ot 12.11.2018

SPEC_FDF_00080122 sepcus: 1.0

BHYTpeHHU#A Kkop,

npoayKLUuHm: 44068549
Product Code
Homep cepuu: Hata npoMaBoacTBa:
Batch Number RESA0=T11E Manufacturing Date 05.11.2019
: Pasmep CepUM 3a
g::?:?' il e 11889 wr BbIYETOM NPOG: 11 877 wr
Batch size without samples

2. NMOJIYYEHHBIE PE3YINbTATbI

TEST RESULTS
Ne MokazaTenb TpeGoBanme PesynbTtar
Parameters Requirements Result
OBanbHele Tabnetkh CO CKOWEHHbIMU
Kpasmiu, NOKPbIThIE NNEHOYHOA 0B0NOYKON
OnucaHue CBETNO-KENTOro €O cnabbiM po30BaThiM
1 Appearance OTTEHKOM UBeTa. Ha oJHOW cTopoHe CoOTRATETRYET
TabneTkn mapkupoeka «NVR» Ha Apyroi
cropoHe - «LLO».
Bpems yaepxuBaHWA OCHOBHOIO nuka Ha
XPOMaTorpaMmme UCbITyemMoro pactsopa 1
MopnuHHOCTBL OOMKHO  COOTBETCTBOBaTb  BpeMeHW
Identification yaepKuBaHWs nuka sunaarnuntuHa Ha | BOXX. CooTBeTcTBYET
- BundaznunmuH XpomaTorpamMmme cTarfapTHOro pacTeopa.

PasHnua BO BpPEMEHW ydepHUBaHWA He
JomkHa cocTaensATe Gonee £ 2,0%.

2 Bpema yaepxusaHWA OCHOBHOMO nuka Ha
XpomaTorpamme WenbITyeMoro pacteopa 3
OOMKHO  COOTBETCTBOBATb  BPEMEHW
- MemgbopmuHa YASPXKUBAHUA nuka MeTopMUHa
2udpoxnopud ruapoxnopuaa Ha xpomarorpamme
CTaHfapTHoro pacrteopa. PasHuua BO
BPEMEHW  YAEepPXUBAHUS He  [OMXHa
cocTaensaTh bonee + 2,0%.

B3XX. CooTeeTCcTBYET

eHee 9 HHOr
|Fe n A0% Q) or SERRneHHoro 99% OT 3anABNEeHHOro cCoaepXaHus

1 K
coaepxaHust BungarnuntvHa 4depes 30 BANAAITANTYHA Yepes 30 MUHYT:
PacTBopeHue | MUHYT g
3 A j - 99% oT 3aABNEeHHOro coaepXaHua
Dissolution He meHee 80% (Q) oT 3asABneHHoro
MeTgopMUHa rugpoxnopuaa Yepes
cogepxaHus MeTopMuHa rnapoxnopuaa A1 KHEVT:
yepes 30 MUHYT. yn
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AHanuTUYeCKWi NacnopT Ha roTOBYH MPOAYKLMIO

JIMLEeH3UA Ha ocyWecTBNEHe NPON3BOACTBA JIEKAPCTBEHHBIX CPEACTE Ne00153-11C oT 09 Honbpsa

000 «HoeapTuc Hesa»
Nopora B Kamerky, 4. 40, K. 3
194362, Canxkr-Metepbypr, Poccus

TenedoH: +7 812 336 9891

KoHTpone KavecTsa
Homep nacnopra: .
Certificate number 4-433-1119
Ne MokasaTerb TpeBoBaHue PesynbTar
Paramelers Requirements Result
Bopa o o
4 Water He 6onee 1,0%. 0,2%
202-01 - MeHee npegena
KONMUYECTBEHHOrO  OBHapyxeHus
202-01 (amwup): He Bonee 2,0% (0,1%);
209-01 (UMKNNYECKWNIA aMUOUH): 209-01 — He oBHapyXeHo;
PoacrTBeHHbIe He Bonee 1,0% 207-01 — He oBHapyxeHo;
npumecu 207-01 (avkeTonunepasuH): EAnHWYHaA
Related substances He Bonee 1,0% HengeHTUULMPOBaHHaR NPUMECh
- BundaznunmuHa EAQvHNYHOW HemaeHTUULMpPOBaHHON - MEHee npeaena Konu4ecTBeHHOoro
npumecu: He Gonee 0,2% oBHapyxeHus (0,1%);
Cymma Bcex npumeceit: He Gonee 3,5% Cymma Bcex npumecei — MeHee
npegena KONWYECTBEHHOMO
5 o6HapyxeHus (0,1%)
1-UnaHoryadnguH - MeHee npeaena
KONUYECTBEHHOrO oBHapy»eHua
(0,01%},
EAnHnYHas
1-Uuaroryarungut: He Bonee 0,02%
-MemagopmuHa EnvHWyHOW HenaeHTuduymposaHHOM Eew,qu'mdmu;gz:aeHHaﬂ zp:M:j:;
eudpoxnopuda npumecu: He Gonee 0,1% Ty B p)KgHHH
Cymma Bcex npumecei: He Bonee 0,6% (0,05%) Py
Cymma Bcex npumeceit — mexee
npegena KONUYECTBEHHOIO
o6Hapyxerus (0,05%)
PoacrBeHHan
6 | npumecb 366-98 — He Bonee 0,4%. MeHee 0,1%
Related substances
OnHopoAHOCTL BunparnunTuH:
DO3UPOBAHKA AV =128
7 Uniformity of dosage AVs150 MeTdomuHa rnapoxnopua;
units AV=27
Konu4ecTaenHoe OT 95,0% A0 105,0% BUNARMMNTUHA OT | o oo,
::Sp:;eneﬂue 3asiBNEHHOrO CofepXaHma pee
. BundaznunmuH Ot 95,0 % a0 105,0 % meTcopmnHa
- Memchopmura rnapoxnopuaa ot 3asBnerHoro 99,4%
2udpoxmopud CoAepaHua
KaTteropus 3A:
QObwee yncno aspobHbIx i
MukpoGuonoruyecka | MukpoopraHuamos — He Gonee 10° KOE B Menes 10 KOES 11;
9 | A uucToTa ir, i
Microbiological purity OBLee YMCno APOXIKEBLIX W NNECHEBLIX Mekes 10K0E 2 1R
rpubos — He Gonee 10 KOE B 1T,
OvcyTtcTeue Escherichia colis 1T. Qreyrerang sl
YnakoBeka
10 Packaging CornacHo TpeboBanuto Hf CooTBeTcTBYeT
MapkupoBka
11 Labelling CornacHo TpetosaHuo HJ] CooTBeTCcTBYET
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JIMLEH3Ns Ha OCYLLECTENEHUE NPOK3BOACTEA NekapcTBeHHbIx cpeacta Ne00153-/1C ot 09 Hosbpa

Doc No. : FRM-8015490
Version : 2.0

AHanUTUYecKni NacnopT Ha roTOBYH NPOAYKUWIO

2015 ropa

000 «Hosapruc Hesan
Oopora B Kamerky, 4. 40, k. 3
194362, Cankr-MNeTepbypr, Poccun

Tenedon: +7 812 336 9891

KoHTpons ka4ecTsa
Homep nacnopra: ‘ .
Certificate number 4-439-1119
Ne MNMoka3sarenb TpeboBaiune PesynbTat
Parameters Requirements Result
CpoK rogHoOCTH
12 Shelf life 2 rona 31.10.2021
3. 3AKNKOYEHUE
CONCLUSION

NekapcTeeHHbI npenapat Mansyc MeT®, TabneTku nokpbiThie nneHo4Hon obonoukois, 50 mr + 500 mr Ne30,
Homep cepuu KE38021119, cooteeTcTByeT TpeBoBaHNAM HOPMaTUBHOR AOKYMEHTaUum

YTBepaun
Approved by
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