% iy
-

Gt

LA
vy
i

JNEKJAPAIIAA O COOTBETCTBHU

JEKJIAPAHT, DIPHHHMAIOL{MHA JEKJTAPAITHIO O COOTBETCTBUH

000 "Bepnun-Xemu/A.Menapunu”

Caedenus o pezucmpayuu opzanusayuu: Mexcpaiionnas uncnexyus Dedeparbhnoii narozoeol cayxucbo: Ne 46 no
2 Mocxee 28.10.2011, OTPH 1117746861308, dama npuceoenus OI'PH 28.10.2011.

Adpec: 123317,z Mocxsa, Ipecuencran nabepexcnan,d.10. Tenegpon:8(495)785-01-00

| B auye: leneparbuuisi Oupexmop Ipuzopves I0.B.

Hosepennoe auyo: [lomanoe A.A., doeepennocms Mo 10 om 09.01.2019 2.

3AABJAET, YTO

aexapcmeennoe cpedcmeo: Jexcarzun 25, matinemsu nokpsimsie n1eHOHOMU oboaouxoii 25 mz 10 wm.,

. ynaxoexu Rueiixosvie konmypnoie (1), naxu kapmonnvte, PY Me 1 NO15044/0] om 22.07.2008 (dama
nepeogpopmaenusn PY 22.09.2015) amdano Bepaun-Xemw/Menapunu ®apma InbX, cepus 83024, napmus 65129
ynawosok, zo0en do 01.08.2021, npouseodcmea A.Menapunu Manioghexvepunz JTodxucucmure oxd Cepaucus
C.p.n., Hmanus, A. Menarini Manufacturing Logistics and Services S.rl, Via Campo di Pile-67100 L ‘Aquila,
Iraly koo OKITJ2 21.20.10.221, koo TH B3 3004900002, xoumpaxm M 01-010/12 om 24.09.2012, uneoiic N
F002830372 om 24.01.2019

. COOTBETCTBYET TPEBOBAHUSAM
T N015044/01-220915

REKJIAPAUIUSA IPHMHATA HA OCHOBAHHH
| npomoxon ucnuimanuii Me 3946 om 31.01.201 9 JIabopamopuwiii yenmp OO0 "LKK OHL", ammecmam
' axxpedumayuu POCC RU.0001.21PK75, Cepmugpuxam POCC IT.®M08.C32803 om 31.01.2019

-~ JI,EI(JIAPAII,HH 31.01.2019
KMSIBUTEJIBHA 10 01.08.2021

2

TMoranos A.A.
.10

CBEJEHHMSA O PETUCTPALIMHA

OPT'AH IO CEPTHO®HKAIIAH, 3APECHCTPHPOBABHIHEI JEKJIAPALIWIO

RA.RU. 11 ®MO8 OPTAH ITO CEPTHOMKALIHH TPOQYKLUHH OBLECTBO C OI'PAHHYEHHOHR
OTBETCTBEHHOCTBIO "OKPYVIKHOH EHTP KOHTPOJIA KAYECTRA",

adpec opaanusayuu: 115280, 2. Mackea, yn. Macmepxosa, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmucgpuxayuu: 115280, POCCHA, 20pod Mocxea, yn. Macmepxoea, 0. 4, am. 5., mex.:(495)788-02-88, 8eb-
catim: oyxx.pe.

COOTBETCTBHMM 3APEFHCTPHPOBAHA M POCC RU J-IT. PMO8.A.14389/19
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NAPAMETP /
PARAMETER
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A. MENARINI

MANUFACTURING LOGISTICS AND SERVICRS
CEPTUDOUKAT AHANUIA ! CERTIFICATE OF ANALYSIS

83024
A d 28 (f} odian 25 wr, el | CAPRIThsd
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Derelnin® 28 (D fent 28mar. flm. coatod tabk
83024
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A, Mgrapron Masodenepnnr N e ma C Cp.it, Ntanma /
AMecarinl Manyfaciuring Logistics aad Sarvices S.r. I. italy
PEJYLTAT/
TPEGOBAHME ! SPECIFICATION RESULT
Kpyt nwe gn rTyRY G . NOKPE Tt & oo i onoTeeTCRYet
Genom yeem, ¢ ma e ofSeux cropowax 1alneTew / compliss
Whita, round biconvex film-coaled teblets with score on both sides
BINCK: Bpomn yASPIMBAHKE OCHOBHOID AVKE HE XDOMETODAMME COOTESTCIYAT
MCNR{TYRMONG PECTROPA cooTee o BREMSHY YA SR ot
DCHOBHINT MK HA XPOWATUrDaMMS CTAHAAPTHOO pacTeapa
A 10NN0TErS THOWE tanana /
HPLC Main pagk remntion lime on the lest solution chromatogram shovid
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Or0.2667200,276¢/
Ferom 0255 ¢ 10 0.278 0 0.263 rig
1820 £ 5, 2202 16 % £OOTRSICTRYAT
OF CHBAHERA MacCs: / conmplies
180 +6%, 2202 10%
of the average waight
tia Gonee 8.0% ¢
Nol more than 8.0 % 34 *
Ho wenes 75 % (Q) Cgt 110y (A podens) o* o L 1) %
BONSETAS vapaA 20 s /
Nat teas than 75 % (Q) of C,qH, 04 (daxkataprofan) of the daclored quantity in
20 min
Napauath npussnguotn (AV} AnR 10 ealting % 150 COOTRRTCTBYET
MNapewaip npuaws Ann 30 eqwang AOIMp S 150 nmQane 2 comphea

SRUHAL, e < Bl O, TS5 s > 1,25M
Accoplance valus (AV) for 10 unita_s 15.0
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»1.25M

He Oonee 1,5 % / Q4 %
Not mare than 1.5 %
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A. MENARINI

MANUPACTURING LOGISTICS AND SERVICES

CEPTADWKAT AHANUIA / CERTIFICATE OF ANALYSIS

CopuxDwit Ne f Condfcate no . 83024
Npogys ti Procuct: 5} D 28 (I» pohen 25 mr, TABNETEM NOKP I Tnit
anenonol aSonovkol)
Oeneinin® 16 iDeakataprofen 25ma. fiim-coated tand
Homep capun / Bach No B024
NAPAMETP } PEIYMNBTAT)
PARAMETER TPEEOBAHUE | SPECIFICATION AESULT
AQCTOPOHHUE NPUNMBCH Tgewsace i fimpurityl s 02 % 0,0 %
BAPURITIES Flawmecs Wi/ impurky It £ 02 % 90 ko)
Oprmece V {imputRy V £ 0.2 % 00 %
Mpvinack A7 impurity A 5 16% 60 %
Dprewecs 87 iMpurily B8 £ 04 % 0.0 b3
Nowsecs C / uru\m C£02% 00 %
Cyvna ot {20 wean, R-(-}-axammomeps) / 00 %
Twmmmnm(mn-nmun% N
EAmeraan 0.0 %
wndivuds! non-idardifad impurity £ 0.2 % !
Cyma HHAX NDMARCEN | 6.1 ['3
Tote non-eoliied impuriies = 0.3 % ‘
Cuen Cymua eptecsh (33 ncas, R-{-}-drunrrmoatups}
Total [{ g R{-) .5 18 % 0.1 %
KONMHECTHEHMOE 01 23,78 st 0 28,25 wr CogHy O & dana) » et
CNPEQENERVE / {or 83 % 46 105 N o )?
AZSAY From 23.75 mg to 26 25 my of C gl 3, (Guxkatoprolen) pes ablet 24,69 g
BINX LHILC {Wom 85% {0 105% of tha dacisred content ) (58.8) %
ROTPHECTBEMROE ot 23,7€ wr 40 28.26 wir Coygity (D, WTW. mbhatie
O(IPEEREHWE ¢ {eT 95 % 5o 105 % or
ASSAY From 22.25 g to 26.28 mg of G4ty Oy (d-.xunpmvm) per tabiet 24,81 wyimg
Y@ -CHet1pomoTONTONS | {from G5% tn 105% of the daciared conlent } 88,4 *
LV spagitaphotomeny
HomaoaT Bl Biames floTesny P 4 F Palent i 228
1POMETEMHE | 20,1 - 35,5% »
Trometharalne asasry
Capun COOTROTCTRYET Y R I " a3 Kk
PO HOMB AR ML,
Thia batch tompliws with agread specifioation sad l1aa baer: relessed by a Crp. 24
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