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Certificate of Analysis and Conformance
CepTHduKAT aHA/IH3A H COOTBETCTBHS

Product name / HanmesoBanHe nekapcTBEHHOrO
cpencTea

Article No. / Lot No. / Aptukyn Ne / Cepus Ne
Marketing Authorization No. / Perucrpausontoe
yaocTopepenue Ne

API name / HaumenoBaHue dpapmaueBTHYeCKOR
cybeTaHUHu

API Manufacturer / ITponssoaunrens A®C
Dosage form / JlexapcTBenHan ¢popma

Container Type / Bun ynakoBxH
Order-No. / Ne 3akaza

BIX No. / Ne-BIX

BIX Version / BIX-sepcus

Quantity / KonnuecTro ynakosok

Date of Manufacture / Jlata nponssoacTsa
Date of Expiry / Cpok roanocTtn

Number of Normative Document: /

Homep HopmaTHBHOMH AOKYMEHTalUHH:

1 hereby certify that all manufacturing stages of this batch of finished product have been carried out in full compliance with the .

https://pharmcert.ru/sert/02/71/6___

/000782800___ '

%D0%91%D...

Mmstamuhmuw
0817 Saint-Cugar-del-Valies (Barcelona) Spain
Manufacturing Authorization: 946-E

Bepunrep Hurensxaiim 3cnana C.A Ilpar ae na PuGa, 50
0817 Can-Kyrar neme Banvec (bapcenona) Henanwa,,

Jinueirwms Ha npow:

Movalis® solution for intramuscular injection 15 mg/1,5 ml (3)/
Mosanuc® pacTBOp ANA BHYTPHMBILIEMHOTO BBEACHHA '
15 mr/1,5 mn (3)

344339 / D60045A
T1NO14482/01

meloxicam/mMenokcHkam

Bidachem S.p.A.
solution for intramuscular injection/

PacTBOp 4718 BHYTPHMbLILIEYHOTO BBEJEHHA

3 Ampoules/ 3 ammyne!

4500079245 3
344339 ;
37 |
29400

18.11.2021
30.11.2024
TIN014482/01-070911

Var./ Uam, Ne 1-12

GMP requirements of the EU and that the batch of the finished drug product for medical use conforms to the quality
specifications established by the Normative Documentation. |

HacTogwsm NoATeEpKAAIO, YTO BCE CTAZAHH NPOH3BOACTBA ABHHOIN CEPHH NOTOBOrO NPOXYKTA BRINONHEHM B IIOJIHOM

COOTBETCTBHH ¢ TpebopannaMu GMP EC, a Taioke 4TO CepHA NIEKapCTBEHHOIO NPENapaTa ANA MEAHUMHCKONO NPHMEHEHUA
COOTBETCTBYET CNEUH(HKALHH HOPMATHBHON JIOKYMEHTALHH.

Remarks: / [Tpumeuanus: NP

Storage
Protected from light at a temperature not exceeding 30 °C.

Xpanenne

B 3alHuIeHHOM OT CBETA MECTE NpH TeMnepatype He Boiwe 30 °C. ‘

Packaging conforms to the approved Normative Documentation.
YnakoBKa COOTBETCTBYET COIIACOBAHHON HOPMATHBHOMN NOKYMEHTALIHH. 1

Labelling conforms to the approved Normative Documentation.
MapkHpoBKa COOTBETCTBYET COIJIACOBAHHON HOPMATHBHON JOKYMEHTALMH.

/(\/[lu /28 AR 20

Date / Name / Signature of the Qualified Person, Quality Assurance

Hara / Hma / Tloanuee ynonHoMoueHHOTo nKua, ofecnetenne kavecTsa
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Certificate of Analysis and Conformance

Product Name: Movalis® solution for intramuscular injection 15 mg/1,5 ml (3)

Batch / Lot: D60045A Inspection Lot: 40000262978
Registration: Russia : Page 2 of 3

Test Specification Result

Description

A transparent, yellow with a green tint solution, practically free Conforms
of particles, in 2-mL transparent ampoules.

Transparency

Should be transparent or stand comparison with reference 1 Conforms
Identification

The main spot in the chromatogram of the test solution by Conforms
position and intensity of color (a dark spot with Rf of about

0.45) should correspond to the main spot in the chromatogram

of the standard solution of meloxicam

The retention time of the main peak in the chromatogram of the Conforms
test solution should correspond to the retention time of the main

peak in the chromatogram of the standard solution of

meloxicam,

Extractable volume

From 1.50 to 1.73 ml for each tested ampoule 1.59 ml
pH

From 8.2 to0 8.9 8.6
Particulate contamination

Visible particles Conforms
Visible particles should be practically absent

or comply to the requirements of Rus Ph,

Invisible particles

Particles > 10 ym

not more than 6000 particles / ampoule Conforms
Particles > 25 ym
not more than 600 particles / ampoule Conforms
Related impurities

_S-methyl-2-aminothiazole
not more than 0.3 % 0.1 %
Single unidentified impurity
not more than 0.2 % 0.0 %
Sum of preducts of degradation
not more than 1.0 % 0.4 %
2-carboxy-benzenesulfinic acid
not more than 0.5 % 0.2 %
2-N-methylsulphamoylbenzoic acid
not more than 0.5 % 0.0 %
Assay
From 14.25 to 15.75 mg of C1sH;3N3048:2 (meloxicam) in 14.90 mg /1.5 ml
1.5 ml of the product
Sterility
Should be sterile Conforms
Bacterial endotoxins
not more 230 EU/ml 18 EU/ml

- End of Report -

CoAC-344339-V02
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CepTudukaT ananusa u cooTBeTcTBHS

Haspanue nexapcteennoro cpeactea:  Mosamic® pacrsop ans BHYTPHMEILIEYHOTO BBencHHA 15 mMr/1,5 mn (3)

Cepus Ne: D60045A Cepua ans ananusa: 40000262978 |
Pervcrpauns; Poccna Crpannua 3 n3 3
Henerranne Cneundmuxanus Pesyabrar

Onicanne Cootsercrayer

TMpospaunsiii xenToro ¢ 3eneHsIM OTTeHKOM uBeTa pacteop,

NpakTHyeckn cBoSoaukil 0T yacTHU, B Npospaunbix aMmnynax

obbemom 2 mn,

| Mpospaunocrs

| Hommen Bbitb npospaunsiM Wi BLUICPXKHBATE CPaBHEHHE ¢ CooTsercTayer
3TanoHom |

[ MoarnnuocTs

| OcHOBHOE NATHO Ha XPOMATOrpaMMe HCMbITYEMOro pacTeopa no Cooteercteyer
TIOJIOKEHHIO #t HHTEHCHBHOCTH OKpackH (TeMHoe naTho ¢ Rf
okono 0,45) momkHo cooTseTcTRORATH OCHOBHOMY TIATHY Ha
XpOMATOrpaMMe CTAHAAPTHOIO PAcTBOPA MENOKCHKAMA.

| Bpema ynepxuanua ocHosHoro nuka ma XpoMarorpamme Cootsercrayer

HCMLITYCMOr0 pacTBOpa JONKHO COOTBETCTROBATS BpEeMEHH

YACPXHBAHHA  OCHOBHOTO MMKa  Ha XpoMmatorpamme

CTaHAAPTHOTO PACTBOPA MENOKCHKaMA

Hisnexaemuiii o6nem

Or 1,50 10 1,73 mn ans xaxaoii HCMILITYEMOR amnynsl 1.59 Mn |
pH g
O18.2 10 8,9 8.6

Mexaunveckue Bk10venns

BuaHMBIE Mexaunueckue mxT0OYeHNS
Bugnmeie wacTHis nomxHs! NPaKTHYECKH OTCYTCTBOBATDL Cootserctayer ‘
K} B COOTBETCTBUM ¢ TpeGoBaHuaMN ['D PO i
Hesunumbie Mexannueckue simovenns

Yactausl > 10 mxm: Cootaercrayer
<6000 wacTHwamnyna
Yactuuw > 25 mkm;

Cootserctayer
< 600 yacTHw/amnyna

Poncrsennnie npumecn |
5-MeTHA-2-aMHHOTHA3ON 0.1 % 1
He Bonee 0,3 % |
Z-mpﬁoxcn-ﬁemoncym.qmnonnu KHCAOTBI 02%

He Gonee 0,5 %

2-N-meruncyandamonnbensofinoii kucroru 0.09% 5
ne Gonee 0,5 % 2 f
Emnnunan HeHACHTHHUHPOBAHNAR NpUMecs 0.0%

He Gonee 0,2 %

Cymma nposyxTos pazioxenisn

He Gonee 1,0 % 0.4 %

Koanuecraennoe onpenenenne

Ot 14,25 Mr 10 15,75 Mr Ci4H 13N 0,8, (MenokcHkama) B 14.90 mr /1,5 mn

1,5 mn npenapara

Crepunsnocrs
Homxen 6uTe cTepuILHEIM CooTteercrayer
BakTepuasaLueie sutoTOKCHHE
He 6onee 230 E3/mn 18 E3/mn

- Konew oryera -

|
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