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Certificate of Analysis and Conformance
CepTHHEKAT AaHAIH32 H COOTBETCTBHS -

Product name / HaumeHoBaHHe NeKapCTBEHHOTO Movalis® solution for intramuscular injection 15 mg/1,5 ml 3)/

cpeficTBa ; Moeamic® pacTBOp U1 BHYTPHMHIUEYHOTO BBEACHHA
15 mr/1,5 mn (3)
Article No. / Lot No. / Aptukyn Ne / Cepua Ne 344339/ D15633

Marketing Authorization No. / Peructpaunonsoe  ITN014482/01
yzocrosepeHune Ne

API name / HanmeHoBanne dapmauesTHieckon meloxicam/MeNnoKCHKAM
cybcTaHIHH
API Manufacturer / I[Iponsponurens AQC Bidachem Sp.A.
Dosage form / JlekapcTeeHHas dopma solution for intramuscular injection/
: PacTBOP I/ BHYTPHMBIIEYHONO BBEACHMA
Container Type / Bua ynakoBku 3 Ampoules/ 3 ammyJisl
- Order-No. / Ne 3axasa 4500074861
BIX No. / Ne-BIX ' 344339
BIX Version / BIX-pepcua 37
Quantity / KonnuecTBO yakoBOK 13680 y
Date of Manufacture / Jlata nponspoacTea 06.05.2021
Date of Expiry / Cpok roguocta 31.05.2024
Number of Normative Document: / TIN014482/01-070911 Var/Ham. Ne 1-11

Homep HOpMaTHRHO#H AOKYMEHTALIHH!

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

HacToawmMm NOATBEPIKAAID, MTO BCC CTaAMH NIPOH3BOJACTRA ,namioﬁ CEpHH roTOBOIO NPOAYKTA BEI1OJIHCHEL B NONHOM
cooTBeTCTBHH ¢ TpeGopanuamu GMP EC, a Takke 9T CepHA JICKAPCTBEHHOO NpenapaTa 414 MEAHLHHCKOTO NPHMEHEHHS
cOooTBeTCTRYET creurHKalHH HOPMATHBHOM JOKYMEHTaLKH.

Remarks: / TTIpumeuanus:

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

Xpanenne
B 3aurmlleRHOM OT CBETa MEcTe NpH TemnepaType He priue 30 °C.

Packaging conforms to the approved Normative Documentation.
VrakoBKa COOTBETCTBYET COTNIacoBaHHOH HOPMATHBHOHA AOKYMEHTALHH.

Labelling conforms to the approved Normative Documentation.
MapKkHpOBKA COOTBETCTBYET COrNacoBaHHOA HOPMATHBHOM IOKYMEHTaLHH,

i
/U‘“ G 30 Sep. 202

Date / Name / Signature of the Qualified Person, Quality Assurance
JHara / Mma / Tlonnucs ynonHoMOYeHHOTO MNa, ofecneueHne Ka9ecTsa
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Certificate of Analysis and Conformance

Product Name: Movalis® solution for intramuscular injection 15 mg/1,5 ml (3)
Batch / Lot: D15633
Registration: Russia

Inspection Lot: 40000224664
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Test Specification

Description

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

Transparency

Should be transparent or stand comparison with reference 1
Identification

The main spot in the chromatogram of the test solution by
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
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

pH

From 8.2 to 8.9

Particulate contamination

Visible particles

Visible particles should be practically absent

or comply to the requirements of Rus Ph.

Invisible particles

Particles> 10 pm

not more than 6000 particles / ampoule

Particles > 25 pym

not more than 600 particles / ampoule

Related impurities

5-methyl-2-aminothiazole

not more than 0.3 %

Single unidentified impurity

not more than 0.2 %

Sum of products of degradation

not more than 1.0 %

2-carboxy-benzenesulfinic acid

not more than 0.5 %

2-N-methylsulphamoylbenzoic acid

not mere than 0.5 %

Assay

From 14.25 to 15.75 mg of C1aH13N30482 (meloxicam) in
1.5 ml of the product

Sterility

Should be sterile

Bacterial endotoxins

not more 230 EU/ml

- End of Report -: !

Result
Conforms

Conforms

Conforms

Conforms

1.59 ml
8.6

Conforms

Conforms

Conforms

02 %

0.0 %

02 %

0.4 %

0.0 %
14.83 mg /1.5 ml

Conforms

18 EU/ml

CoAC-344339-V02



CepradukaT aHAAH32 H COOTBETCTBHSA

Haspanne JiekapcTBEHHOIO cpencma Mosanuc® pacrsop Ana BuyTpaMeItIeYHoro BBegeHIA 15 Mr/1,5 Ma 3)

Cepna Ne: D15633 Cepus i ananuza: 40000224664

Peructpauus: Poceun Crpanvua 3 13 3
Henbrranne Cneundnxauns Peaynntat

Onucanne CooTsercTRyer

ITpo3pa4HEIil KeNITOro ¢ 3eNeHLIM OTTEHKOM 1IBETa PAacTBOP,
npakTHyeckH cBOGOAHBI OT YACTHL, B IPO3PAYHBIX aMITyTIaX
ofbeMoM 2 M.

IIpospaunocTs
JlomxeH GBITH NpO3pauHbIM IIH BhIIEPKHBATH CPAaBHEHHE C
3TANOHOM |

MoanuunoCTL

OcHOBHOE NATHO Ha XPOMATOrPaMMe HCNIEITYEMOro pacTeopa no
MONOKEHHIO M MHTEHCMBHOCTH OKpackH (Temmoe natho ¢ Rf
okono 0,45) mom#HO COOTBETCTBOBATH OCHOBHOMY MATHY Ha
XpOMaTorpaMMe CTAHAAPTHOTO PACTBOPA MENOKCHKAMA,

Bpems ynepXHBaHMS ' OCHOBHONO IIHKA Ha XPOMATOTpaMMe
MCILITYEMOrO pacTBOpa [O/DKHO COOTEETCTBOBaTL BpEeMCEHH
VYOEPXHBEHMA  OCHOBHOTO THKA HA  XPOMarorpamme
CTaHAPTHOTO PACTBOPA MEJIOKCHKaMa

HipiexaeMblii o6sem

Ot 1,50 no 1,73 Mn ans kaxaol McnbiTyeMOH aMmyJisl

pH

Or 8,2 mo 8,9

MexaHnn4yecKkHe BRIYEHHS

BaauMele MexaHHYecKHe BKIIOYeHUs

BumaMele YACTHLIBI JOKHEI NPAKTHYECKH OTCYTCTBOBATh

HIIH B COOTBETCTBHA ¢ TpeGoBakHaMu ['D PO

HeBnaumbie MexaHHYecKHE BKIOYEHAR

Yactuusl > 10 MM:

< 6000 vacTHI/amMmyna )
YacTuus! > 25 MKM:

< 600 yacTHW/ammya

PoacreeHAbIe MpHMecH

5-MeTH/I-2-AMHHOTHA30.1

He Gonee 0,3 %

2-kap6okcH-6eH30/1CY1LPHHOBOM KHCAOTEL

He Gonee 0,5 % :

2-N-meTuncyanpamonnben3oiinoil KHCIOTEL

He Gonee 0,5 %

Eavunusas HengeHTHOHUHPOBAHHAS NPHEMeCH

He Gonee 0,2 %

CyMMa NpOJYKTOB pasjloaeHHs

He Gonee 1,0 %

KonuuecTeenHoe OTIpEAL/IEHHe

Ot 14,25 mr o 15,75 mr C14H3N3048; (Menokcukama) B

1,5 Mn npenapara

CrepuabnHoCcTh

JomieH GBITh CTEPHIBHEIM

bakTepua/ibHble SHAOTOKCHHDI
He 6onee 230 E3/mn
- KoHen oTyera -

CooTtsetcTayer

CooTeetcTayeT

CooTBeTcTBYET

1.59 mn

8.6

CooTBeTcTBYET

CooTBeTcTBYET

CooTeeTcTRyeT

0.2 %
04%
0.0 9

0.0 %

0.2 %

14.83 Mr /1,5 Mn

CooTBETCTBYET

18 ED/mn
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