Cepruduxar anaausa/
Ceprudukart cooTBETCTBHS
Cano¢u C.p.JI. (panee Canou C.11.A.)
Crpana Cratane 17, km 22

67019 Crommuto (AQ)
Hranus

Ten. +39 0862 717021 / 7151

SANOFI vp

3aBox: Scoppito

®axc +39 0862 716065
SCO 699100
MAAJIOKC 400 mr, BE3 CAXAPA 1x10 cpr RU
Jlekapcrsennas ¢popma: TABJIETKH; ymakoska HepachacoBaHHOTO
npoaykra: KontypHas siueiikoBas ynakoska AJJFOMWHUM/TIBX
Kox GMID 699100
Lotto/Cepus 10003
Prod./[lata mpounsBoacTBa: 05-®EB-2021 Cpoxk rogHocTH: SIHB-2024
Jocke npenapara: QUA-SC-2013-14109

Hopwmarusras nokymentammsi: ~ Ne HopmarusHol noxkymenTtanuu I1 N014986/01-070410

SAGGI/ITIOKA3SATEJIN LIMITI/HOPMA RISULTATI/PE3YJBTAT

CARATTERISTICHE/XAPAKTEPUCTUKN

Aspetro/Onucanne [TrockoUMIMHAPUIECKON (OPMBI, [TnockounnuepUUecKoit
KpyrJble TaOneTku ¢ hackon u (hopMBI, KpyTJIble TaOJIETKH C
IPaBUPOBKON (hackoii n rpaBUpOBKOI

Codifice/Kon “Maalox” Ha 0JJHO CTOPOHE U “‘sans “Maalox” Ha oJjHOI cTOpOHE

sucre” Ha APYTroOH, C 3aI1axoM JIMOHA

Colore/IleT Ot 6€JI0ro 0 KEJITOBATOTO
TEST/TIOJJIMHHOCTDb
Reazione Positive/I1o10XuTeIbHBIN pe3yabTaT

dell’ Alluminio/AnroMuH#AR

Reazione del magnesio/Maruwmii Positive/IToJ0XXUTENbHBIN pe3yabTaT

Uniformite di Conforme/CooTBeTCTBYET
dosaggio/OmHOPOIHOCTE

nosupoBanus (Esp.®d)

Durezza/TBepaocts (Kp) 70 — 182

Capacite di neutralizzazions degil 22,5-27,5
acidi/Kucnortoneirpanu3syromas

crocoOHoCTh (MOKB/Ta0II.)

Contenuto di alluminio ossido 190 -210
/Conepixkanue ATIOMUHHS OKCHIA

Contenuto di alluminio ossido 380 — 420
idrato/Coxnepxanve ATIOMUHUS

OKCH/Ia THAPATUPOBAHHOTO

(mr/rabam.)

Contenuto di magnesio idrossido 380 —420
/Conepxanue Marausi TuIpoOKCHIA
(mr/rabam.)

1 “sans sucre” Ha IpyToH, C
3araxom JIMMOHa
Ot 6€710r0 40 KEJITOBATOTO

Positive/ITomoxuTEIbHBII
pe3ynbTar

Positive/TTonoxurensHbIH
pe3yJbrar
Conforme/CooTBeTcTBYyET

151

24,2

200,5

400,9

416,7
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Ceprudukar anannsa/ SANOFI] @%

Ceprudukart cooTBETCTBHS
Canodu C.p.JI. (panee Canodu C.1m.A.)

3aBox: Scoppito

Crpana Cratane 17, km 22
67019 Crommuto (AQ)
Hranus

Ten. +39 0862 717021/ 7151

®axc +39 0862 716065
SCO 699100
MAAJIOKC 400 mr, BE3 CAXAPA 1x10 cpr RU
Jlekapcrsennas ¢popma: TABJIETKH; ymakoska HepachacoBaHHOTO
npoaykra: KontypHas siueiikoBas ynakoska AJJFOMWHUM/TIBX
Kox GMID 699100
Lotto/Cepus 10003
Prod./[lata mpounsBoacTBa: 05-®EB-2021 Cpoxk rogHocTH: SIHB-2024
Jocke npenapara: QUA-SC-2013-14109

Hopwmarusras nokymentammsi: ~ Ne HopmarusHol noxkymenTtanuu I1 N014986/01-070410

SAGGI/IIOKA3ATEJIN LIMITI/HOPMA RISULTATI/PE3YJBTAT
MICROBIOLOGICO/MUKPOBUOJIOTMYECKAS YUCTOTA

Oo1ee yrcio a3poOHBIX <=103 <10

mukpoopranmsmoB (TAMC; KOE/r)

OO61Iee 9uCIIo TPONKIKEBBIX U <=10? <10

miecHeBbIX rprboB (TYMC,

KOE/T)

Escherichia coli Assente/g — OTcyTCTBYET/T Assente/g — OTCyTCTBYCT/T
CONTROLLO MATERIALE Conforme/CooTBeTcTBYET Conforme/CooTBeTcTBYyET
CONFEZIONAMETO

/KOHTPOJIb YITAKOBOYHOI'O

MATEPUAJIA

TectupoBanue 10 nokasateinto « MUKpoOHOIOTHYECKast YUCTOTa) MPOBOANTCS IIepHoIuuecky. [leprnognaHocTs
ONpEeAeNIeTCsl perUCTPALHOHHBIM 10Che U BHYTPEHHEN MPOoLEeaypOii IPOU3BOACTBEHHOM MO KU,

JlanHas cepust npenapara Obula M3TOTOBJICHA, BKIIIOYAsl YIIAKOBKY U KOHTPOJIb KaU4€CTBa, B IIOJIHOM COOTBETCTBHU
¢ neicTByrommMu TpeboBanusiMu rpaBui Hauiexxaieit npousBoacTBenHo# npaktiku (GMP), ycTraHOBIEHHBIMU
MECTHBIMH PETyJISITOPHBIMHA OPTaHAMHU, a TAK)K€ B COOTBETCTBUH CO CIIEIM(DUKALMAMHE, TIPELyCMOTPEHHBIMHU
PETHCTPAIMOHHBIM yIOCTOBEPEHHEM CTPaHbI-UMIIOpTepa. OTUETHI IO N3TOTOBIICHUIO, YIIAKOBKE U aHAITU3Y
cepuii OBLIH MPOBEPEHBI M MPU3HAHBI COOTBETCTBYIOIINMH TpeOoBaHMIM. OTKIOHEHHS IO Ka4eCTBY, €CIN
TaKOBBIE MMEIOTCS, OBLIN TTOJIHOCTBIO PACCIIEJOBAaHbI X OTOOPEHBI.

Hacrosmum s HOATBEpK a0, YTO MPEICTABICHHAS BbIIIE HH(POPMAIHS SBISACTCS MTOUIMHHON U TOYHOM.

3akiIl04eHHe YIOJHOMOYEHHOI 0 JIUIA

Decision/3aknouenne: Approvato / YTBepkaeHa
Date/nara: 10-MAP-2021 17:33:02.00

Decisins GA/OTBeTCcTBEeHHBbII Dr. Maria Castiglione (Ymomaomouennoe o C
3a o0ecreyeHHne KayecTBa:

Cepru¢ukaT aHanu3a UMEET 3JIEKTPOHHYIO IOAIKCh, OIYYEHHYIO IPH IOMOLIH BaJIH, ]
nmabopaTopHOH HHPOPMAITMOHHONW CHCTEMBI.
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