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Manufactured hy Mefar Hac San, AL S
Location: Ramazanoghy Mah. Ensar Cad.

220,

mefar

CERTIFICATE OF ANALYSIS

CEPTHDIKAT AKOCTI
Product name:

Hazea npodywin):;
Pharmaceutical form,
package type and size:

Hirapeora dhopya, mun ma
JOAIP YNUROGKI.

Dosage / potency:

Haza 7 cuwra i
Registration certificate:
Peccempayiine noceiouenns.
Batch no.:

Ne cepil:

Batch size:

Posvip cepii:

Manufacture date:

License: TRAIY2020/34-2

Bupodaeno: Medap Laas Can AHL
Micneanaxoprenst Pavasanoray Max. Bncap Mot Ne 20,
34906 Kyprrobi - Henun/Crantya, Typeuunia

Hinewnsia: TRAGY2020/34-2

No.2024001302

LORNADO
JTOPHAJO

Lyophilizate for solution for injection 8 mg;

8 mg lyophilizate for solution for injection in vial with 2 ml of solvent (water for
injection) in ampoule, 3 vials of lyophilizate for solution for injection and 3 ampoules
of solvent in a contour tray, 1 contour tray in a carton box,

Jlioghinizam das posvuny Oas in‘exyitt no 8 mey

1o & s alodinizany Qas posyiny Oast in'cruyile v (haaroni 8 koaesmi 3 2 0 posiunnuna
(soda Oast i'exyity ¢ asanyai; 3 baaronu 3 odbinizamaont dast posuumnyt Qs b'cryiln me 3

QAU POFUHHNKG 6 KOUDYPHIT MAPVHROGIT YIUKOGH]T.
6 Kapmonnin Kopooii.

Lornoxicam 8 mg

Jopuorcurasn: 8§ ae

UA/18503/01/01
2474001

23 960G packages/vnaroeor

T ROmWMypHO Yapyikosa ynukossa

p - 03.2024
Hama supobnuymea:
Expiry date:
piry ¢t A 02.2027
Tepstin npudamuocmi;
TEST LIMIT RESULT
THoruasiury skocmi Hopayeariist Pesyviwomam

Appearance
(Bocuitnin siensid)

Lyophilisate Yellow coloured lyophilized powder Conform
Jioiaisam Jioghiaf308a1mit nopoNor HOEMo20 RO16OPY Bionosiouc
Reconstituted solution Clear greenish-yellow solution, practically free from | Conform
Fomoaiat (sionogaeni) particles. Bidnosioae
JlEE T TIposopuit posuul 3eAHYSUNO-JICOMO0 KOABONY, H{0
APAKINUNNO HE AHCNUns YAacmok.

Identification Retention time of main peak obtained from sample | Conform
foenmuhinayis solution chromatogram and retention time of main peak | Bidnosioac

Lornoxicam
Hopuorcuwaany

obtained from standard solution chromatogram should be
same,

Hac ympusauus OCHOBHOSO  RIKY  Hd XPOMAMOSPUMT
BUIPOGOBYGUHOSO POIHLINNY T HAC YRIPUMANHIA OCHOGHOCO

PERY Het XPOXQMocpanti Clraudapmiunoco. posuuny: Xdiont |

crisnacamu.

Average weight
Cepaedns vaca
Uniformity of weight
Oonopionicmn sact

136.2 mg & 10% (123 - 150 mg)
136.2 00+ 10% (123 - 150 i) :
Not more 2 of single weights can deviate from average

weight for 10.0% and none can deviate from the average.

weight for 20.0%.
He  Oirbute 2 ORpEeAEN  3HAMEHb  MACH  MOJNCYITG
GIONLBUNNUCS 610 Ccepednboeo suavenst stact na 10.0%, i

JHCOOHE INAUSHISE T MONCC GIONWTISIUCH GI0 Cepeoitboc
1 20,0%.

Contorm
“Bignasidae

Clarity and Degree of
Opalescence

Clear solution which of opalescent degree 15 not more
intense than Reference suspension 1 (3 NTU).

Conform
Bionosida

A o e} 2
U L. L0 2 o<
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Manufactured by Mcfar Hac San. AL S,

Location: Ramazanoglu Mah. Ensar Cad. No: 20,
34906 Kurtkoy - PendikeIstanbul. Turkey

License: TRAUY 2020342

Bupotiaeno: Medap Lav Can AL
Micne snaxostaenis: Pasasanoray Max. Prcap flcan No 20,
34006 Kyprroii - Hemwns/Cramd Typeuunna
JHnemsis: TRAUY2020.34-2

TEST LIMIT RESULT
Horasnuxu sicoemi Hopaiyeanus Penibman
Hposopicme | cmynine Hposopudt posyuin, wo ne REPesUye 3a IHNeNCuaion
ORAIECyenyin onairecyenyito emaionnol cyvenensir (3 NTU),
Degree of Coloration Greenish-yellow solution is not more intensely coloured | Conform
Cnynine subapeienns than Reference solution GY. Bionoeioac

Pos3uin 3e1eny6amo-seo6moco KOAeopy, He fiibit
hunencueno saGapeienui, nixe emaion GY.

}‘j}; 85-9.5 9.2
Water content Max. 3.0% 0.4 %
Baticm codu Mane. 3.0% -
Dissolution Time of

Powder

Max. 2 min

Yac poswunentis nopousy
! ' - Muare. 2 xs.

0.1 min (xa.)

Uniformity of dosage units

S . Should meet the Acceptance value (AV). Conform
Qonaopionicms Q0306aniux . . . ; B ; U
ooy Mac sionosioam noxasnury nputismmocmi (A1), Bionosioa

K ¢l
Assay
Kiavricue susnavenis 8.0 mg/vial

8.0 mg/vial + 5.0% (7.6 — 8.4 mg/vial)

Lornoxicam T < s .
S0 vcdhacaron £ 5,0% (7.6 - 8.4 awedhaavon)

Hopnorcuray
Related substances
Cynposioni doatiwri

8.0 aesehararon

2-amino pyridine Max. 0.50% <1.0Q
2-avinonipudui Mare. 0,50% SSUCHCA KETORICHOOO GU A eI
Deschloro analogue Max. 0.50% LOQ
}1" (v’.f‘)’.\i"/()/,')'CII!CL"I(){’ !‘]CU\'C', (}.5()0/(/} CUCHCUA RELBRICHOSO BUHA I
Complex Methyl ester Max. 0.50% Not detected
Cracaonuit siemuaosidr ediip | Mawe. 0,50% He susireno
Simple Methyl ether Max. 0.50% I:OQ o
[pocmudt vemwrocuit eip | Mare. 0,50% :f'l“(f;zg\” RLIbRICaco Gusitadeints
Max. unidentified impurity | Max, 0.20% o I ,
Murc. neidenmudbivosana Muare. 0,20% SN RITBRICHOCG GUd
QUMUK e
Total impurities Max. 1.0% 9?‘”"”.‘?

, ) : Bionoaioac
Cyva dosiuor Maxe. 1.0%
Particulate contamination
Mexaniuni eraouens
Visible particles Practically free from particles. Conform

Budusii wacnu Hpakmuuo we sicmunms vacmonr, Bionoesioac
Sub-visible particles = 10 pm: Max. 6000 particles/vial 35 particles/vial
Hestdui vacmiku Z 10 v Mawe, 6000 ygemonsthaaron (vacmaorsdiiaron)

> 25 pm: Max. 600 particles/vial 0 particles/vial
2 25 uwn: Mare, 600 vacmor/daaron (vacmon/hravou).

Sterility Should be sterile. Sterile -
Cmepuaonicne Mac 6vmu cmepraninin, Cmepivil,
Bacterial endotoxins Max. 21.875 EU/mg 21875 EU/mg

Buxmepicaieni endomoncunu | Mare, 21,875 OFEue

<1875 OFAe




mefar

Solvent for lyophilizare:

Posyumitur Qs doghizamy:

Batch no.:

N cepil:

Batch size:

Poxuip cepil:
Manufacture date:
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Manufactured by Mefar Hae San, AL S,
Location: Ramazanoglu Mah. Eosar Cad, No: 20,
34906 Kurtkoy -~ Pendik Istanbul, Turkey

License: TRAJY2020-34-2

Bupoéaena: Medup Liag Can AL
Micuessanozueen s Pasisanoray Max, Eucap [l Ne 20,
34906 Kvprroit - Henans/Cravovs, Typesig

Hinersia: TRAUY 20207342

Water for injections, 2 ml in an ampoule:
3 ampoules of solvent in a contour tray.
s00d s in'ewyil, no 2
YUPYVHROGIL YNAROGHT

2475001

80 912 packages/viiarosor

MEG QM N0 3 aMe POSIIIHURA 6 KOV

. o 03.2024
Hama supodnuymsa:
Expiry date: ’
e . 02.2029
Tepyin npudamuocmi;
TEST LIMIT RESULT
Horasnuru sikocimi Hopaysans Pesnvoman
Appearance Clear colorless solution Conform
Joeniwniit gueasd bestapeni npozoputt pozyn Bionosioae
pH 5.0-7.0
AT A el (
pi 5.9

Nominal volume
Hoxtinaxonar 06 e

Min. 2 ml (Min. 2 z)

2.1 ml vy

Acidity or alkalinity
Kuciomuicms ado avacuicms

Red colour becomes with addition of sodium
hydroxide and yellow colour becomes with
addition of hydrochloric acid.

3 AGHCINBCA HCPEONE 3UOAPEACHISE NPU QOBAGaN]
HADPIG ALOPORCUAY § HCOBINEG 3A0APGICTIS P
QQOARUNIHT XAOPUCIIOGOOUCEOT KUCTOMIL,

Conform
Bionosioae

Conductivity (25 °C)
[rexmponposionicne
(25°C)

Max. 25 pS.cm!(for < 10 mb
Mawe, 25 sxCarenr das < 10 )

4 uS.emounCaen)

Oxidisable substances
Bionuosioout pevosun

Pink colour should not disappear.
Losceae 3aGapeaenis e nosuing sikdaini,

Conform
Bionoaioac

Chlorides
Xropuou

Max. 0.5 ppm
Mare. 0.5 ppm

<0.5 ppm

Nitrates Max. 0.2 ppm

Himpamu Muare. 0,2 ppim <0.2 ppm
Sulphates It should not be turbid. Conform
Cyanghamu He vwae Gy saaynnii, Bionosiouc
Ammonium Max. 0.6 ppm

Avionin

Marc. 0.6 ppmi

<0.6 ppm

Calcium and Magnesium Pure blue colour should occur. Conform
Keravyidt § ataoniin Mae 3 ' s610mucs yucme cunc saGapaieist. Bionosioac
Residue on evaporation Max. 0.004% Conform
Jccrnon nicas sunapioaanns | Mare, 0,004% Bionosiouc

Particulate contamination
Mexauiuni ernovenns

Sub-visible particles
Hesuouni vacmeu

10 wm: Max. 6000 particles/ampoule
210 anean Make. 6000 vacmor/aanyaa

=25 wm: Max. 600 particles/ampoule
225 v Maxe. 600 yacmor/aonnia

13 particles/ampoule =~ -
13 (vawmaoneniad)

(0 particles/ampoule’
O (nacmar/diiniia)

Sterility Should be sterile. Sterile ™ .
Cmepuiniicn Mae oyvmu emepusitun. Cmepunorull.
Bacterial endotoxins | Max. (0,25 EU/ml <().25 EU/ml

barmepiainiti endeinorcunu

Mane, 0,25 QFE

=025 QL




