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M 000 Bepnnx-Xemn/A. MeHapHHH

MOATBEPKJAEHHUE COOTBETCTBUA

Ne [1C-12245
Toproeoe HaMMEHOBaHHUE Humecnn®
MesKayHapoJHOE HEMaTeHTOBaHHOE HAUMEHOBaHHE Humecynua
(rpynnupoBOYHOE WM XUMHUYECKOE)
JlekapcTBeHHaA popma rpaHyJibl A7 PUrOTOBIEHUA
CYCIICH3MH /1 IIpHEMa BHYTpPb
Jo3upoBKa 100 mr
Popma BBIITyCKa 2 r, naketdkH (30 wr.) , na4yka
KapTOHHasl
Howmep cepuu (maptum): 12245 ¢
O6Bem cepun(napTHu) 6372
JlaTa npousBoacTBa 27.05.2021
["onen g0 01.05.2024
HaumeHOBaHHE M aapec NPOU3BOAUTENA (C YKa3aHUEM IIpousBoauTeb-JlaGoparopuoc
cTaJuii POU3BOJICTBA) Menapunu C.A.,Mcnanus (Alfons XII,
587 08918 Badalona, Spain)
Beinyckawuiaii KOHTPOJIb
kadecrBa-JlaGopaTopuoc MeHapuHu
C.A.,Hcnanus (Alfons XII, 587 08918
Badalona, Spain)
Homep u 1aTa perucTpallMOHHOTO YAOCTOBEPEHHUS ITN011439/01 or 18.08.2010 (naTa
samensl PY 17.08.2020)
Homep 1 1aTa HOpMAaTHBHON JOKYMEHTALIUH [TN011439/01-170820
Haumenosanue 7 aapec AepiKaTes Jlabopatopus 'yuportu C.mA.,
perucTpaloOHHOTO YI0CTOBEPEHUA Hranua
(Via Livornese 897,56010 Pisa, La
Vettola, Italy)

Hacrosimui Jo0KYMeHT NOATBePKAAET:

-[AHHBIN JIEKapCTBEHHBIH npenapat cooTBeTcTBYeT 61-D3 «O6 obpaleHHH JIEKAPCTBEHHBIX
CPEICTB...»;

-cepus JIEKAPCTBEHHOrO Iperapara COOTBETCTBYET TpeOOBaHMAM, YCTAHOBJICHHBIM TIpH €ro
rocyAapcTBEHHOH perucTpaLun
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....... £——==="Coxono B.JI.  12.10.2021
(moamuce) (nara)

000 “BepnuH-XenulAl Mansf
HKprnandvecknid agpec: POCCna, 123317, . Mockea, lNpecHeHckan HabepexHas, 4. 10
Mouroebi agpec: Pocews, 123317, r. Mocksa, MNpecHeHckan Habepexnas, a. 10

Tenedpor: +7 (495) 785-01-00, chakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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Los certificades de Sistemas de Gestion corresponden
a Laboratorios Menarini S.A

 CEPTMOMKAT AHAJIU3A / CERTIFICATE OF ANALYSIS ©

MpoaykT / Product: HAMECWN® / NIMESIL® - 30 naKkeTuKoB / sachels |
(wumecynua, MpaHynel ANA NPUroTOBNEHWA CyCNeH3NK ANA npvema BHyTps, 100 Mr) .
(Nimesulide, granules for suspension for oral administration, 100 mg)

Koa npoaykra / Client code: F136353

Ceprudukar Ne / Certificate No.: 336368

Homep cepun / Bafch No.: - 12245

O61bem cepum (KONU4ecTBO) / Quantity(pck.) : 6372

[aTta usrotoBneuus / Manufacturing date: 27/05/2021

[laTa uCTe4eHun cpoka roAHOCTH / Expiry date: 05/2024

[ata ananu3a / Date of analysis: 01/07/2021 i

NpoussoaunTens / Manufacturer: Na6opatopnoc Merapuxn C.A., Wcnanna
Laboratorios Menarini S.A., Spain

HopmaTHBHaA AOKYMEHTaUWA

Number of valid Normative Document (ND): M NO011439/01-170820

| NecTBYIOWEE BEWECTBO [ AFl: Humecynua | Nimesulide
MpounssoanTENb AEUCTBYIOWErc sewectsa / Manufacturer of the pharmaceutical substance (API):

Aarti Drugs Ltd., India : ‘ ; B
% NAPAMETP | PARAMETER te TPEBOBAHVE SEECIICATION | PE3YNLTATHI/ RESULTE |
e CBETNO-KENThil 3EPHUCTLIA
v CBETO-KENThIi 38PHNCTBIN NOPOLLOK C | MOPOLLOK C anenbCuHOBEIM
= anensCHHOBLIM 3aNaxoM. sanaxom. Mony4yeHHas
i : - MonyuerHan cycnenans 6enoro unu CYCMEH3WA CBETNIO-KENTOro
OMWUCAHME / APPEARANCE CBETNOKANTONO LBeTa o _

Granular light-yeliow powder with orange Granular light-yellow powder
odor. Resuited suspension is light-yellow. with orange odor, Resulted
suspension is light-yellow.

N

| BEXX: Bpems yaepxusaHus
OCHOBHOrO Nika Ha xpomarorpamme.
WCNBITYEMOro pacTeopa A0MKHO
COOTBETCTBOBaTL BPEMEHW
yAepXuBaHUA OCHOBHOrO Nika Ha
NOLANMMHHOCTb / IDENTIFICATION xpomaTorpamme CTaHaapTHoOro CootsetctByet / Complies
pacTBopa HUMecynuaa

HPLC: Retention time of the main peak
in the chromatogram of the test ;
: sojution should correspond with that of
the main peak in the chromatogram of
e the standard solution of Nimesulide.
BOMK-OMI (AMOAHO-MaTPUUHbIA
aeTektop): Crexkrp OCHOBHOrO Nuka Ha
XpomaTorpamme UCnbITyemoro
pacTeopa, Nony4eHHbIA ¢ NOMOLLBIO
AVMOLHO-MATPUYHO-TO AETEKTOPaA,
[OIDKEH COOTBETCTBOBATL CNEKTPY
NOLANMHHOCTb / IDENTIFICATION OCHOBHOTO NKa Ha Xpomartorpamme CooTeeTcTRYET / Complies
CTaHaapTHOro pacTeopa.

: HPLC-DAD (Diode array detector)
DAD spectrum of the main peak on the
chromatogram of the test solution
conforms to the spectrum of the main
peak on the chromatogram of .;
the standard solution, |

~Tomn 31 194, Folio 71 HOaBT835% .
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COOEPXWMOI'O U OTKNOHEHUE

(From 1,85g1t0 2,15 g)

Mpoaykr / Product HUMECWN® / NIMESIL®
Ceprudpukar Ne / Certificate No. : 336368
Homep cepum / Batch No. : 12245
% NAPAMETP / #A8AAETER 70 [ . TPEBOBAHUE | SPECUE CATION: | PESYNBTATDI | REciL7
20r £ 7,5%
(071,851 40 2,1571) 20r/g
CPEOHAA MACCA 209+75%

OT CPEAHEN MACChI
AVERAGE CONTENTS WEIGHT
and DEVIATION of the AVERAGE
MASS ~

18/20 nakeTukos He Gonee + 7,5 %:

2/20 naketukos He 6onee + 15 % oT
CpeHei Macchl COAEPXMMOro nNakeTuka
18/20 sachets + 7,5 %; 2/20 sachets +
15 % from average mass of the sachet

Coorsercreyer / Complies

NOTEPHA B MACCE NPU He Bonee 1,0 % 0.2 9
BbICYLUMBAHWW /L.OSS on DRYING Not mare than 1,0.% =
pH/pH Or250035/From25i035 " 3,2

PA3MEP YACTWUL /PARTICLES SIZE

He gomkHo BbiTs YacTuy ¢ pasmepom
Bonee 100 MkM / No particles more than
100 um

Cooteeters yéT / Complies

KOMWYECTBEHHOE OMPELENEHUE
ASSAY

Ot 85,0 po 105,0 mr / nakeTik

(95 % - 105 % oT 3anBneHHoro
cofiepxaHus)

From 95,0 to 105,0 mg / sachet

(96 % - 105 % of the labelled claims)

101,4 mr/naketuk / mg/sachet
(101 %) -

MNOCTOPOHHUE NPMMECH
RELATED IMPURITIES

Nwbas eguHuyHas npumecs —
He Bonee 0,5 %

Any individual impurity:

not more than 0,5 %

0,03% .

Cymma npumeceit — He Gonee 1,0 %
Total impurities: not more than 1,0 % .

0,03 %

OAHOPOOHOCTL AO3UPOBAHUSA
DOSAGE UNIFORMITY

MapameTp npuemnemoctu ans 10
€ANHNL NO3upoBaHus < 15,0

MapameTp npuemnemoctu gns 30
€AVHWY fosuposanus < 15,0 u MK ogHa
3 eAnHUL [O3MPOBAHWA He MeHee 0,75
M v He Bonee 1,25 M

Acceptance parameter:

for 10 dosage units AV S 15.0;
for 30 dosage units AV £ 15.0; and

none of dosage units not less than |
0.75M and not more 1.25M.

MapameTp npnemneivlocrru
FAV 4,7

Coome'rcmye'i' / Complies

Laboratorios Menarini, S.A. | Alfons X1, 587, 08918 Badalona, Barcelona, Espafia } o
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Los certificados de Sistemas de Gesticn corresponden
@ Laboratorios Menarini, $.A

Npoaykr / Product ;

Ceprudpukar Ne / Certificate No. :

Howmep cepuu / Batch No. ;

336368
12245

HUMECWN® / NIMESIL®

tio [TAPAMETP [ PARANE TER

| TPEBOBAHWE | SPECIFICATION -

MWKPOBUONOIMMYECKAA
YUCTOTA

MICROBIOLOGIC PURITY
Kateropus 3 A/ Category 3 A:

Obuwee konu4ecTBO aspoBHbIX

bakrepuit < 10°KOE 8T,
< 10° CFU/g total aerobic bacteria

lpnbos Harunu mn < 102 KOE B T
< 10% CFU/g fungi

10KOE&®&Tr
10 CFU/g

E.coli otcyTtetayioT
Absence of E.coli

CooTseTcTBYET
Complies

YnakoBka | PACKAGING

Mo 2 r rpaHyn B TREXCNOMHLIA NakeTHk
[Gymara/anioMuHresas
thonbra/nonuatunen).

Mo 30 NaKkeTUKOB C MHCTPYKLUMEl No
NPUMEHEHWIO B KAPTOHHOW Mauke

2 g of granules per a three-layer packets
made of paper/aluminum foil/polyethylene.
30 packels along with the instruction on
medical use per a carton hox.

CootseTcTByeT
Complies '

MapxupoBka | LABELLING

B cooteeTcTtemm ¢ HA |, pasgen
Mapkupoeka, nam, Nei

In accordance with the ND, section
Labetling, change Ne7

CoorBetcrByeT
Complies

BbilweykasaHHan cepua COOTBETCTBYeT TpeBoBaHusm Hopma"msnou BOKYMEHTALMK 1 pa3peLueHa K

BbINYCKY YNOAHOMOYEHHBIM NULOM.

The above batch meets the requirements of normative documentat;on and has been released by a

Qualified Person

02/07/2021
OunpekTop no Kadectsy
Quality Director
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