[MepeBoA Cc aHrMUINCKOro A3bIKa Ha PYCCKNI A3bIK

NOroTyNKOMNAHUM CEPTU®UKAT COOTBETCTBWA
Bepcust Ne6 ot anpens 2021 Ha roTOBbIA NPOAYKT
3ameHsieT

Bepcuto Ne5 ot anpens 2020

MpopykT: FEMNTPAN 400mr - 5 dnakoHoB + 5 amnyn

CepusrotoBOro npoAyKTa Cepus nopouka Cepus pactBopuTens
Cepwus Ne: C0367A C0367 33896PC
[ata npousBoAacTBa: 11.2021 11.2021 09.2021
logeH go: 10.2024 10.2024 02.2025

Konunyectso ynakosok: 6533

CtpaHa umnopta: Poccus Ceptudomkat aHamaa: 04000001166

MpownseeneHo: buonomxmun Wranus Nlabopatopwus C.P.J1. — Bra ®.Ceprnepo, 2 — 20060 Macate (Ml) - Utanus
YnakoBaHo: Buonogxuun Utanus Jlaboparopus C.P.J1. — Bua ®.Cepnepo, 2 — 20060 Macare (M) —-Uranus
KonTponb kauectsa: Bruonomxwdn Utanus Jlabopatopus C.P.J1. — Bua ®.Cepnepo, 2 -20060 Macate (MI) - Utanus

NuueHsmns Ha nponssoacTBo bronomkuumn Utanus Naboparopus C.P.J1. — nnowagka Macate (Ml): aM-67/2018

OTKNOHeH s Mpon3oLeAlIne B MPOLiecce MPON3BOACTBA W YNaKOBKM: Oa O Het
3abpakoBska npomsoLLeALLas B NpoLiecce NPOU3BOACTBA UMW YNaKOBKN: Ja Her O
MpumeyaHus: nHUmMaeHT 135/21

CEPTU®UKAT COOTBETCTBUSA
Ha 20moebIli npodykm

Hacmosw um nodmeepix0daro, Ymo eblweyKa3aHHas UHhopmayus s81emesi NoOUHHOU U MOYHOU.
[faHHas cepusi npodykma npouseedeHa, ek/HOYasl ynNakoeKy U KOHMPOib Kayecmea Ha npouseodcmeeHnHol nnowjadke Macame (Munan - Wmanus)
Buonodxuyu Umanus Jlabopamopus C.PJ1. e nonHom coomeemcmeuu ¢ mpebosaHusimu GMP u cneyucpukayusimu, npedcmaenieHHbIMU 8 Pe2ucmpayuoHHom
Hocese.
3anucu no npoussodcmey, ynakoeke u nposedeHur0 aHanu3a nNpoeepeHbl U Npu3HaHbl coomeemcmeyrwumu GMP u Poccuiickomy HopmamugHomy
Hokymermy Ne [1N011968/02-201217, usmeHeHus NeNe1-6

Mpown3seeneHHas cepus BbinylweHa: Buonomkwdan Utamms labopatopus C.P.J1. — Bua ®.Ceprnepo, 2 — 20060 Macate (MI) - Utanus

OueHka npopykTa: OAOBPEHO OTKNOHEHO 0O

YnonHoMOoYeHHoe nuuo ......bapbapa bennoHw......... pata 31/012022
(mogmmcs)

OTOT JOKYMEHT SBnseTcs cobCTBEHHOCTLI0 Bronomximn Utams JlabopaTopus, v ero 3anpeLLeHo KonmpoBaTh, Aaxe YacTuiHO, 6€3 creLmanbH oro paspetlexns
pYKOBOACTBA




JIOrotTun KOMMAHUUA

[MepeBoA Cc aHrMUINCKOro A3bIKa Ha PYCCKNI A3bIK

CEPTU®UKAT AHAJTU3A
MpogykT: RMI3000672
FENTPAI nuocdunusmpoBaHHbIii nopoLuok 400Mr B KOMNNEKTE C pacTBOPUTESIEM

Homep cepuu: C0367A
Homep cepuu knueHTa: H/n
[aTa npou3BoacTBa: 11/2021
Cpok rogHocTu: 10/2024
Homep aHanu3a: 040000014466
KonnuyecTBo ynakoBok: 6533 wr.
lNokasatenu Hopmbl EanHnup PesynbTaThl

MUH. U3mMepeHus

MAKC.
OnwcaHne BocCTaHOBIEHHOMO pacTBopa  [1po3payHbIiipacTBop OT [MpO3payHbI 1 XenThIn

BecLBETHOrO 10 XENTOro pacTsop
LIBETHOCTb BOCCTAHOBMEHHOTO Ot BecuyBeTHOro 40 XenToro Kentbiin (<Y4)
pacTtBopa (<=Y4)
Bpewms pacTBopeHus 0 60 c 12
PH BocCTaHOBNEHHOM pacTBopa 6,0 8,0 74
bakTepuarnbHble SHAOTOKCUHBI 0 35 ESQ/mn <35
YnakoBka COOTBETCTBYET COOTBETCTBYET

[ara Bbinycka AHTOHMO Maccycmo bap6apa bennoHxu
MeHemKep KOHTPONS KayecTBa YNonHOMOYEHHOe N1LO

31 aHBaps 2022 27 aHBaps 2022 - 15:26:29 31 aHBaps 2022 - 12:52:59

YTBEPXKAEHO YTBEPXKAEHO



NnoroTun KOMMNAHUA

[MepeBoA Cc aHrMUINCKOrO A3bIka Ha PYCCKNI A3bIK

CEPTUO®UKAT AHAIIU3A

ENTPAI nuochunmusmposaHHbid nopoLuok 400Mr B KOMMAEKTe C pacTBOpUTENEM

MpoayKT: RMI2000723
Homep cepuu: C0367

Homep cepuu nokynatens: He npumeHunmo
[laTa npon3asoacTea: 11.2021

CpOK roHOCTH: 10.2024

Homep ananusa: 040000012567
O6beM napTum: 54652 WwrT.

lNokasatenu Hopwmbl Eanemubl PesynbTarhl
MWH. MAKC. U3MEPEHNS
ONMNCAHUE JInocpunusar JInocpunusar
LBETHOCTb Mpaktnyeckm Genbin MpakTnyeckm Benbin
NOANMMHHOCTb ADEMETMOHWH MOH (BIXX) [onoxuTensHo onoxuTensHo
NOoanMHHOCTb ADEMETUOHWH UOH (S,S-U30MEP), MonoxuTensHo MonoxuTensHo
(BOXKX)
NOANMMHHOCTb onoxuTensHo [onoxuTensHo
1,4-BYTAHANCYNTb®OHOBAA KMCIOTA
HEBWOWMBbIE BKITKOYEHNA PASMEPOM 210 MKM 0 6000 Korn-so/®nakoH 141
HEBUOWMBbIE BKITKOYEHNA PASMEPOM =25 MKM 0 600 Kor-so/®rakon 14
B/ONMbIE BKIMKOYEHNA OtcyTcTBYIOT OTcyTCTBYIOT
BOJA (vmetog Kapna ®uwepa) 0,0 2,5 % 1,2
OOHOPOOHOCTb JO3MPOBAHWA (pacueTtHo-BECOBON) CootsetcTByeT TpeboBanuam Esp.o. CootBeTcTBYyET
TpeboBaHusm Esp.®.
COLOEPXAHUE S,S-M30OMEPA >= 55 % 73.4
POOCTBEHHBLIE NPUMECH
AEHWH (ADN) 0,0 2,5 % 0,14
METUNTUOALEHO3NH (MTA) 0,0 2,5 % 0,31
S-ANEHO3MN-L-TOMOLUWCTEWH (SAH) 0,0 2,0 % < 0,05
EANHUYHAA HEMOEHTUOULIMPOBAHHAA MPUMECH 0,0 0,2 % < 0,05
CYMMA HEMAEHTUOULIMPOBAHHbIX MPUMECEN 0,0 3,0 % < 0,05
CYMMATPUMECEN 0,0 6,0 % 0,65
rOMOCEPWUH 0,0 1,2 % 0,05
2-AMWHO-4-BYTUPONAKTOH 0,0 1,2 % 0,15
KONNYECTBEHHOE OMPELENEHUE
ADEMETWOHMH NOH 90 105 % 101.0
CTEPWJIBHOCTb CTepunibHO CTrepunbHo
[ataBbinycka Knapa PatTu

21 sHBapst 2022

MeHemxep No KOHTPONO Ka4ecTBa
03 pexabps 2021 -13:19:59
YTBEPXKAEHO



NoroTun KOMMNAHUA

[MepeBoA Cc aHrMUINCKOro A3bIKa Ha PYCCKNI A3bIK

CEPTU®UKAT AHAJTU3A
MpoaykT: RM12900032
JIN3H PACTBOPUTESb 400mr , Annumoc, Npeums

Homep cepuu: 33896PC

Homep cepum nokynatens: He npumeHnmo

[laTa npou3BoacTBa: 09/2021

Cpok rogHocTw: 02/2025

Homep aHanuaa: 010000031118

Obbem napTum: 93450 wr.
lMokasarenu Hopwmbl EauHuupl PesynbTathl

MWH. MAKC. U3MepeHNs
ONMNCAHUE Mpo3payHbiin pacTBop 6€3 NOCTOPOHHMX Mpo3payHbiin pacTeop 6e3
BKITOYEHMI MOCTOPOHHUX BKIHOYEHNN
LIBETHOCTb PACTBOPA Ot 6ecLBETHOrO A0 CBETNO-XENTOro COOTBETCTBYET
NOANMMHHOCTb BOXX CooTBeTCTBYET CTaHOapTy CooTBeTCTBYET CTaHOapTy
MPO3PAYHOCTb Mpo3payHbIi Mpo3payHbIi
LIBETHOCTb <GY5 <GY5
pH 9.6 11.0 10.3
BWAVMMbIE BKITKOYEHUA OtcyTcTBYIOT OtcyTcTBYIOT
HEBWOWMBbIE BKITKOYEHNA PASMEPOM 210 MKM 0 6000 Korn-so/®nakon 10
HEBWIMMBbIE BKIMKOYEHWA PABMEPOM 225 MKM 0 600 Kon-Bo/®nakoH 0
N3BNEKAEMbI OBBEM 5,0 53 MmN 5,2
KONNYECTBEHHOE ONMPELENEHUH L-NN3MHA 90 110 % 101.7
CTEPUNBHOCTb CrepunbHo CrepurbHo
BAKTEPWANBHBLIE 3HOOKCUHDbI 0,00 0,09 EQ/ mr <0,030
[aTtaBbinycka AHTOHKO Macyccuo

26 aHBaps 2022

15 pnekabps 2021 - 10:30:32
YTBEPXKOEHO



a FAMAR

[MepeBoA Cc aHrMUINCKOrO A3bIka Ha PYCCKNI A3bIK

CEPTUDUKAT AHAJIN3A
Koa npopykra: 21013350 HaumeHoBaHue L-Nuaun 400mr Smn
npoayKTa:
3aKasuuk: 9660T1T Mpogaktc OnepeiilieHc ApTUKYN 3aKa3yuka: FM-1118804

C1paHa BBO3a:
JlekapcTBeHHas hopma:
®dacoBKa/TN ynakoBKu:
KonuyectBo:

Homep cepuu:

[arta npousBoacTBa:
[lata ynakoBku:

TunnepBUYHOI YNaKOBKK:

YCnoBus XpaHeHus:
TemnepatypHble ycnosus: Hmke 25°C

Cneundmkaups:
[lencTayer c:

93676.000/93676.000wT 3aKas KnueHTa: 2010283332/000010
33896PC Cepus Gamap: 2109103174

16.09.2021 [Jata noanucanus: 11.11.2021

27.09.2021 logeH fo: 16.03.2025

00037082/01 Homep nokymeHTa: FMS.R.00P379.02 25/02/16
21.03.2019

HoMep perMcTpaLMoHHOTO YAOCTOBEPEHNS:

JnueHana Ha nponssoacTso (Pamap):
GMP ceptudmkat (Pamap):

[MponssoauTENb rOTOBOW NEKapCTBEHHOM (hOPMbI:

I'IepBMqHaﬂ ynakoBKa:
BTOpVNHaFI ynakoBKa:

KoHTponb kayecTea:

BbinyckatoLwmit KOHTPOMb KavecTsa:

®AMAP ABE MNPEANPUATUE AIMMOC
63, ATlY QUMUTPNY CTPUT, 17456, AMMOC attiku, peums
Ten: +30 210 9898263 dakc: +30 210 9898257

®AMAP ABE MPEANPUATUE AIMMOC

63, ATy QUMUTPNY CTPUT, 17456, ANAMOC atTuku, peuus
Ten: +30 210 9898263 dakc: +30 210 9898257

®AMAP ABE MPEANPUATUE AIMMOC

63, ATY QUMUTPNY CTPUT, 17456, ANMMOC atTukw, Ipeuus
Ten: +30 210 9898263 Pakc: +30 210 9898257

Marepuan
L-TTuaun 400mr Smn

Cepus 3aKkasuymka MpoussoauTens

33896PC

AIMMOC NP CTEPUIT ®OPMC

Pe3ynbTaTbl aHann3oB

Tect MeTop Cneundmkauusa Pe3ynbTar aHanu3a
OBLLEE KOMMYECTBO ASPOBHbIX E.P. <10 KOE/MN 0
BAKTEPUWU

Bank

OBLLEE KONMMYECTBO APOXKEBBIX U EP. <10 KOE/MN 0
MNECHEBbLIX TPUEOB

Bank

OBLLEE KOMMYECTBO ASPOBHbIX E.P. <10 KOE/MN 0
BAKTEPUW

[o crepunusauyn

OBLLEE KOMMYECTBO APOXOKEBBIX U EP. <10 KOE/MN 0
MNECHEBbLIX TPUEOB

BAKTEPWANBHbLIE QHOOTOKCUHbI Tect  E.P. <0,09 EAMI <0,03
1 OBPA3EL| A (EQ/MI)

BAKTEPWATBHbLIE SQHOOTOKCUHbI Tect  E.P. < 0,09 ESMI <0,03
1 OBPA3EL| B (EQ/MI)

BAKTEPWANBHbLIE QHOOTOKCUHbI Tect  E.P. <0,09 EAMI <0,03
2 OBPASEL|A (E3/MI)

BAKTEPWANBHbLIE QHOOTOKCUHbI Tect  E.P. < 0,09 EOMI <0,03
2 OBPA3EL| B (E3/MI)

BAKTEPWAJIbHBIE S3HOOTOKCUHbI Tect  E.P. <0,09 EAMI <0,03
3 OBPA3EL|A (EQ/MI)

BAKTEPWATNBHbLIE QHOOTOKCUHbI Tect  E.P. <0,09 EAMI <0,03
3 OBPA3EL|B (E3/MI)

BAKTEPWATNBHbLIE QHOOTOKCUHbI Tect  E.P. < 8,00 EOMN <2,00
1 OBPASEL| A (E3/MI)

BAKTEPWAIBbHBIE 3HOOTOKCUHbI Tect  E.P. <8,00 EAMN <2,00

1 OBPA3EL| B (E3/MN)



[MepeBoA Cc aHrMUINCKOro A3bIKa Ha PYCCKNI A3bIK

BAKTEPUANBHBIE OHOOTOKCUHbI Tect  E.P. <8,00 E3MN <200
2 OBPA3EL| A (E3/M)
BAKTEPUANbHBIE OHOOTOKCUHbI Tect  E.P. <8,00 EAMN <200
2 OBPASEL| B (E9MN)
<200
BAKTEPUANBHBIE SHOOTOKCUHbI Tect  E.P. <8,00 E3MN
3 OBPA3EL| A (E9MI) <200
BAKTEPVANBHBIE SHOOTOKCUHbI Tect  E.P. <800 E3MN
3 OBPASEL|B (EQ/M)
OMUCAHVE BuayanbHo MPO3PAYHAS KMAKOCTb, OT BECLIBETHOTO 10 CBETIO-KENTOM
LIBETA, BE3 MOCTOPOHHMX BKIOYEHWM C TUMMYHBIM 3ATAXOM

OBPASEL| 1 COOTBETCTBYET

OBPA3EL| 2 COOTBETCTBYET
LIBETHOCTb HE BOMNEE YEM GY5 EP. COOTBETCTBYET

OBPA3EL 1 COOTBETCTBYET

3AKNIOYEHUE: NONMHOCTHIO OAOBPEHO

3AABNEHUE O CEPTUOUKALIUK:

HacTosiwym noatBepxaato, YT BbllLeykasaHHas MHAopMaLnst SIBSIETCS NOANMHHONM 1 JOCTOBEepHOMN. [laHHas cepusi Obina NpousBeseHa, BKIOYAs YNaKkoBKy U
KOHTPOIb Ka4YeCTBA Ha BblILLEYKa3aHHOW NPOM3BOLCTBEHHOM NMOLAaKEe B MONHOM COOTBETCTBUW C TpeboBaHuamn GMP Esponeiickoro Coro3a v nokarnbHbIx
perynaTopHbIX OpraHoB M co crieuudukaLMsammi, NpeacTaBneHHbIMI B PEMMCTPaLUMOHHOM [0Cbe, Uk crneuudmkauMsam npogdykTa ana uccregyembl X
neKkapcTBEHHbIX CPeacTB. 3anucy no NPonU3BOACTBY CEPUM, YNaKOBKE M NPOBEAEHMIO aHann3a NpoBepeHbl U NPU3HaHbI COOTBETCTBYOLMMI TpeboBaHNAM
GMP.

KOMMEHTAPUW/MPABKMU:
HE NPUMEHUMO

MONHOE OJIOBPEHME:

Mapws Bennoy (WIEHTVGUKATOP LiUoPOBOV NOAMMACH)
MEHE/IKEP MO KAYE CTBY/YMOMHOMOYEHHOE L0
®AMAP MPEANPUATUE ATUMOC MPELINS

EMAIL: m.mpellou@famar.gr
TEN. +302109898096
®AKC: +30 210 9898257

**Hacrosimin [okyMeHT 6bIn CO3AaH B ANEKTPOHHO CUCTeMe 1 AeicTBuTeneH 6e3 nogmmen™


mailto:m.mpellou@famar.gr

