CEPTUOUKAT AHAJIM3A

®APMATUC (PHARMATIS)

zone Activite Est M1 B.P 20
60190 Estrees Saint Denis FRANCE

[IpOomyKT : MATHE B6 10 CTMKOB IIO 10MJI Crpanuua: 1
POCCHA Haneuarano: 2/02/26
CraTbsa N: 405835
N cepumn: 528795
Crneundmxkalysa TeCTUPOBAHUA: CQPF 19 693/04 - IOaTa MNPpOMBBOICTBA: 9/12/25
CQBA 21 575/00
Cneumndpmralmsa NPOM3BOLCTBA : IDaTa mcTedyeHUs 11 2028
CpoKa T'OOHOCTM:
[loxkazaTenn Hopwma PesynbpTar
OnmucaHmne [lpo3pauHasa OeclLBeTHAasd CooTBeTCTBYyET
XKMOKOCTE C XapaKTepPHBM
3araxoM
NnenTHdmKaumsa CooTBeTCTBYET CooTBeTCTBYET
MarHum
NnenTtrdmkaumsa CooTBeTCTBYyET CooTBeTCTBYET
[Mmrpormar
NoeHTubukaumsa CooTBETCTBYET CooTBETCTBYET
JlakTar
NnenTtmnpmkaumsa CooTBeTCTBYyET CooTBeTCTBYyET
[upunookcuH (B3XX)
VneHnTHdMKaumsa CooTBeTCTBYET CooTBeTCTBYET
DupunoxkcuH (TCX)
NneHTUdMKaums CooTBETCTBYET CooTBETCTBYET
CEepHUCTEM aHTUIPUI
V3BJIeKAEeMBM OOBLEM > 10,0 mx 10,3 mi
OOHOPOOHOCTE MAaCCH CooTBeTCTBYyET CooTBeTCTBYET
pH 4,5 - 6,0 5,1
OTHOCHUTEJIbHAS IIJIOTHOCTD 1,050 - 1,070 1,056
CepHUCTEM aHTUIPUI <0,1 % 0,1 %



CEPTUOUKAT AHAJIM3A

[IponykT:

POCCHUA
CraTbsa N 405835
N cepum: 528795

CHeLU/I@,_)VIKaLU/IFI TEeCTVPOBAHNMA

MATHE B6 10 CTMKOB IO 10MJI

CQPF 19 693/04 -

®APMATUC (PHARMATIS)
zone Activite Est N1 B.P 20
60190 Estrees Saint Denis FRANCE

CrpaHuua: 2

HamneuaraHo: 2/02/26

JaTa OpPOM3BOICTEA: 9/12/25

CQOBA 21 575/00

Crneumdmkalums NPOM3BOLACTBA :

IDaTa mcTedyeHUs 11 2028

CpOKa T'OOHOCTHM:

[loxkazaTenn Hopwma PesynbpTar
KonmuecTBEeHHOE oONpelejeHue 95,0 - 105,0 mr marHmsa/cruk- 100,6 mr/10 mi
MarHusa raketT
KonmmuecTBeHHOE oONnpenesieHre

p 9,5 - 10,5 M mMarHMAa/CTUK-

[IMPUOOKCHHA TI'MIAPOXIIOPNI

10,3 Mr/10 mn

(B3XX) naker
Kaxmas emuHMUHAadg <0,2 % 0,0 %
HecHneuubmuumMpyemMas OprMech
pmMecs RRT 0,5 <1,5 % 0%
pmMmecs RRT 0,7 <1,0 % 0%
Npumecs RRT 0, 8 (Iupumokcans) < 1,5 % 0,3 %
° 0,0 %
MpmMmecs RRT 1,2 <1,0 %
CymMMa mnpuMmecen <50 % 0,3 %
TAMC (Ofbmee KOJIMUECTBO
<
aAPPOOHEIX MMKPOOPT'aHM3MOB) 100 KOE/wmn <10 KOE/mn
TYMC (Ofmee KOJIMUECTBO < 10 KOE/mn <10 KOE/mn
OPOXXKEBEIX ¥ I1JIECHEBEHIX
TprbOOB)
Escherichia coli OrcyrcTBUe / MII OTcyTcTBUE
BakmwouyeHre: COOTBETCTByeT crHeuubmraumm JaTa IpPOBENeHNI
xouTposa:02/02/26
OTMeTKHU: Nt xoHTposa: 161143
OTMEeTKHU : CepMH BEREITIYIIEHAa COOTBeTCTBUU C PeI‘MC’I‘paLU/IOHHbIM YOOCTOBEPEHMEM n
TpedoBaHUsAMM GMP  EBPONE  YINOJIHOMOUEHHBIM  JIMLIOM (72/319/EEc  wiu
81/851/EEC)

YIIOJIHOMOUYEHHOEe JIMIIO :
Iloomnmco
Sabrina SOUM,
CrneumanamcT II0
obecrneyeHHr0 KayecTBa

YIIOJIHOMOUEHHOE JIMIIO :
ITognucob
Dr. Jehanne BELKOUCH,
CneumaamMcT o obeclnedeHUo
xauecTra JIMOEH3VA B RPPS
10101394798



PHARMATTIS
zone Activite Est N°1 B.
CERTIFICATE OF ANALYSTIS 60190 Estrees Saint Denis
Product Name MAGNE B6 RUSSIE 10 STICKS 10 ML
Article No@ 405835
Batch /Lot No: 528795
Testing Specification CQ PF 19 693/04 CQ BA 21 575/00
Manufacturing Specification
Tests Spécifications
Appearance Clear, colorless liquid with a

characteristic color

Tdentification magnesium Positive

ldencification of pidolate Complies

Idencification of lactate Positive

Tdentification of pyridoxine Complies

hydrochloride (HBELC)

Identification of pyrideoxine Complies

hydrochloride (CCM)

Identification of sulfur dioxide Positive

Average volume > or = to 10,0 ml

Mass uniformity Complies

pH 4.5 = 6,0
Relative density 1,050 1,070
Sulfur dioxide < or = to 0,1 %

P 20

FRANCE

Page : 1

Printed on 2/02/28
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Expiry date

Résults
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10,3 ml

Conform

1,056
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PHARMATTIS
Zone Activite est N°l1 RB.p 20
CERTIPFICATE OF ANALYZSTIS 60190 Estrees Saint Denis

Product Name. : MAGNE B6é RUSSIE 10 STICKS 10 ML Page y
Printed on : 2/02/26

Article Ne : 405835

Batch/Lot N° : 528795

Testing Specification : CQ PF 19 693/04 CQ BA 21 575/00 Date of manufacture B
Manufacturing Specification : Explry date : 11 2028
Tests Spécifications Résults

Magnesium assay 95,0 - 105,0 mg/stick 100,6 mg/10 ml
Pyridoxine hydrochloride assay (HPLC) 3,5 - 10,5 mg/stick 10,3 mg/10 ml
Each unspecified impurity < or = to 0,2 % 0,0 %

Impurity RRT 0,5 < or = to 1,5 % 0,0 %

Tmpurity RRT 0,7 < or = to 1,0 % 0,0 %

Impurity RRT 0,8 (pyridoxal) < or = to 1,5 % 0,3 %

Impurity RRT 1,2 < o = tog 1;0 % 0,0 %

Total impurities £ 6r = to 5,0 % 0,3 %

TAMC (Total aerobic microbial count) < or = to 100 CFU/ml < 10 CFU/ml
TYMC (Total Yeasts and Moulds Counts) < or = to 10 CFU/ml < 10 CFU/ml
Escherichia Coli Absence/ml None

Bupluneiion = pomlon wion smetmesEEs wos OF iyl w WEPE
Remarks : N° of analysis : 161143
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European GMP requirements by a Qualified Person (72/319/EEc or 81/851/REEC)

Quality Control : Qualified Parson
Signature Signature
- Sabrina SOUM Dr Jéhanne BELKOUCH
A hte-Controle Qualite Quality Assyrance
icenc -

b

RPPS : 10101394768




