AEKJIAPAIIAS O COOTBETCTBHHA

JEKJAPAHT, IPAHAMAJOIHI JEKJIAPAITUIO O COOTBETCTBHH

AO "Canoghul Poccus"

Csedenus o pezucmpayuu opeanusayuu; Mexcpationnas uncnexyus PedepansHoii Hano2080i cayxcbvt No 46 no
2. Mockee 01,01 l2008, OI'PH 1027739079940, dama npuceoerus OI'PH 19.08.2002.

Adpec: 1?‘5009, f"' Mocxea, yn. Teepckas, 0. 22. Tenegon/paxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanivhuiii Oupexmop Monoic O.A.

Hosepennoe auyo. Knoxosa F0.C., dosepenrocme 6/4 om 01.12.2017
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3ASBJISIET, UTO

nexapcmﬁgnnge cpedcmeo.; Amapun, mabnemiu 3 M2 15 wm., ynaxoexu aveiikossie KOHmypHble (2), nauku
xapmouuaiie,_PVJ\@ IT N015530/01 om 23.03.2009 (0ama samenw 13.12.2016) ewidano Canoghu-Asenmuc
Hoitunand Im6X, cepun C746, napmus 24453 ynaxoeok, z0den do 31.01.2022, npouseodcmea Canogu C.n.A.,
Hmanus, Sanofi S.p.A., 8.8. 17 km 22, 67019 Scoppito (AQ), Italy, kod OKIIA2 21.20.10.119, xod TH B
30049000;02, ‘xoumpaxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic No 9485064199 om 12.09.2019

COOTBETCTBYET TPEEOBAHHSIM
11 N015530/01-070410 usm. Ne 1-7
JE ' IIPAHATA HA OCHOBAHHH

npomoxox ucnsimanuii No 28490 om 18.09.2019 HJT 000 HI] "®APMOEOPOHA", ammecmam
axxpedutgiqyyu_ lpocc rU.0001.21 @JI40, Cepmugpuxam POCC IT. ®M08.C48556 om 18.09.2019

% Knoxosa 10.C.

e O alioy: & MHHCI: O.HU.0
l'r!‘k“’ j:ﬁ e &Y

Il cBEDEHMS O PErECTPAIIN
1o CHPTH®MKALIH, 3APETHCTPHPOBABIIHH JIEKIAPAITHIO
B

|
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! 5 ‘PI'J AH IIO CEPTHOHKAI[HH ITPOOYKIHH OFL]ECTBO C OI PAHHYEHHOH
HOCTB IO "OKPY)XHOH JEHTP KOHTPOJIA KAYECTBA"
u: 115280, 2. Mocksa, yn. Macmepxoaa, 0. 4, am. 5, nom. I, xom. I, adpec opzaxa no
?{5280, POCCHA, 20pod Mockea, yn. Macmepxosa, 0. 4, sm. 5., men.:(495)788-02-88, seb-

Q‘A Hunenxo U.B.
nomiucy Pyxosomurens OC




Cepruduxar ananusa/
CepTudukar coorsercrus
Canodu C.n.A.
Crpana Crarane 17, km 22

67019 Cxonmnuro (AQ)
Hranus

Ten. +39 0862 717021 / 7151
Dakc +39 0862 714005

SANOFI %

SCO 80013502
Amapun 3 mr, 2x15 cpr CP RU

Jlexapcrsennas ¢popma: TABJIETKH; ynakoskaBulk: 6nucrep

AJIIOMUHHIA/TIBX
Kon GMID 00240422
Lotto/Cepus C746
Prod./[lata 20-OEB- 2019 Cpok roaHocTH: AHB- 2022
NpOU3BOACTBA:
Hocbe npenapara: 120490000T A00003
HopmatHBHbI# Hopmatueublii nokyment Ne IT NO15530/01-070410
JNOKYMEHT:
SAGGUIIOKA3ZATEJIH LIMITVHOPMA RISULTATI/PE3YJBTAT
CARATTERISTICHE / XAPAKTEPHCTHKH
Aspetto / Onucanue Compresse oblunghe, piatte, Compresse oblunghe, piatte,
con linea di rottura su con linea di rottura su
entrambi i lati / entrambi i lati /
Ipononrosareie, IoCKHe pononrosareie, nnockue
TabNeTKH, ¢ pasaenHTensHOH TabneTk, ¢ passenurensHoH
pHCKoH Ha 00enx cropoHax PHCKOH Ha 00EHX CTOpOHaX
Codifice / Koa (rpasuposka) Incisione NMN e “A” Incisione NMN e “A"
stilizzata su entrambi i lati / stilizzata su entrambi i lati /
[pasupoeka NMN 1 ['pasHpoBka NMN u
CTHAN30BaHHAA ‘A" Ha OBYX CTH/IM30BaHHaA “h” Ha AByX
CTOpOHax CTOpOHAx
Colore / Liper Giallo pallido / Breato- Giallo pallido / Bnenso-
WEATBIH HKENTBIN
IDENTIFICAZIONI / TOJUIHHHOCTb I'TUHMEINHPHUIA
LC/B2XX Conforme / CootsetctByeT Conforme / CootsercTByeT
Infrarosso / KK Conforme / CooTseTtcTByeT Non testato su questo lotto.
Frequenza test: un lotto all’
anno / He Buinonusercs Ha
3TOH cepHH. YacToTa: oaHa
CepHi B roa
Agente colorante / TToanuusocTs Conforme / CootseTcTByeT Non testato su questo lotto.
Frequenza test: un lotto all’
Kpacutens anno / He BeinonuseTcs na
3To# cepuu. YactoTa: onHa
CEPHSA B oA
[TOKA3ATEJIH

Dissoluzione valore medio / AVG >=85%
3Ha4YeHHE PACTBOPEHHA Nocie

15 munyT (Q=80 %)

Dissoluzione valore minimo/ MIN >=85 %

96 %

95 %
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Ceprudukar anaausa/
Cepruduxar cooTBeTcTBHA
Canodu C.n.A.
Crpaga Crarane 17, km 22

67019 Cxonnuro (AQ)
HUranus

Ten. +39 0862 717021/ 7151
Qaxc +39 0862 714005

SANOFI vp

SCO 80013502
Awmapun 3 mr, 2x15 cpr CP RU

JlexapcTaennas popma: TABJIETKH; ynakoekaBulk: Gaucrep

AJIFOMUHUI/TIBX
Koa GMID 00240422
Lotto/Cepus C746
Prod./lata 20-EB- 2019 Cpok rogHocTH: SAHB- 2022
fPOH3BOACTBA;
Jocee npenapara: 120490000T A00003
HopmaTtHBHBIi#i Hopmarususiii nokymenT Ne [T NO15530/01-070410
[IOKYMEHT:
SAGGI/NIOKA3ATEJH LIMITVTHOPMA RISULTATUPE3YJIBTAT
3HAYEHHE PACTBOPEHUS Noche
15 MHHYT

Valutazione dissoluzione

/ Ouenka pacrBopenns (Epp.d.) Conforme stage [ / Ctaaus I

COOTBETCTBYET
Uniformita di dosaggio / Conforme stage I/ Cragua |

ONHOPOAHOCTE 103UPOBAHHSA COOTBEICTRYCL

(Epp.®. 2.9.40)
IMPUREZZE / POOACTBEHHBIE
COEJHUHEHHA

Glimepiride-Sulfonamide /

I'numennpua-cynsgonamun >=04%

Altra singola / apyras enuuuynan >=02 %
npHUMech

Total impurezze / cyMmapHoe
COAEpXKaHHE NpUMeECeH

TITOLO / KOJIMMECTBEHHOE
OIMNPEAEJIEHUE

Titolo (LC) / KonuuecteeHHOE
conepxanue (BIKX) 2,85 - 3,15 mr / Tabnetky
MICROBIOLOGICO / MUKPOBHOJIOTHYECKAS YUCTOTA
O6uee 4Hcno aspobHbIX <= 10°

MukpoopranuiMos (TAMC; KOE/r)

O6uee YHCNO APONOKEBbIX H <= 10

nnecHeBbiX rpubos (TYMC,
KOE/r)

Escherichia coli

>=09 %

Assente / g - Orcyrersyer /T

CONTROLLO MATERIALE CONFEZIONAMENTO /KOHTPOJIb
YIAKOBOYHOI'O MATEPHAJIA

Controllo confezionamento / Conforme / CootBeTCTBYET

Conforme stage I/ Cranma I
COOTBETCTBYET

Conforme stage [/ Cranms 1
COOTBETCTBYET

02%

0.1%
03%

2,98 mr / Tabnetky

<10

<10

Assente / g — Orcyrerayer /
r

Conforme / CoorsercrByer
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