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Manufactured by Viefar Iiac San. A 8. /
Locauon: Ramazanoglu Mah. Ensar Cad. No: 20,
34806 Kurtkoy — Pendik/Istanbul, Turkey

License: TR/UY/2020/34-2

Bupobneno: Medap Traw Can A, N
‘Micuesnaxomreang: Pavasadorny Max. Eucap [oran No 20,
34906 Kyprroi - [Teunux/Cramdyn, Typeuusta

Jlinewzin: TRAUY/2020/34-2

CERTIFICATE OF ANALYSIS No.2022002909
CEPTHDIKAT AKOCTI

Prﬂduct'name:' LORNADO

Hasea npodyrmy: HOPHATO

Pharmaceutical form;
package type and size:

Jlikapcera hopma, mun wia

PO3MID YRAKOBKU!

Dosage [/ potency:

Hoza / cuna Oii:
Registration certificate:

Peccmpayitine noceiouenus:,

Batch no.:

--ﬂ":f? t:epfi':_

Batch size:

Posmip cepil:

Manufacture date:
Hama aupobinagmear
Expiry date:

Tepain npudamnocmi.!

Lyoptiilizate for solution for-infection 8 mg;

8 mg lyophilizate for solution for injection in vial with 2 mil of solvent (water for
injection) in ampoule, 3 vials of lyophilizate for solution for ifjection and 3 ampoulés of

solvent in a contour fray, 1 contour tray in a carton box.

- Jioghinizam dxn posuuny Ons in'exyiting 8 mz;
no 8 mz rioginizamy Ons posuuny Qs [H'EXYI Y (DAAKONT 6 KOoMyiaekni 5 2 3l pOsuidinixa

(600a-Onst in'exyiil) ¢ amnyni; 3. dhnaronic s nioginizamont Ona posuuny daa in'exyiti ma 3

AMIYNU POSHUHNHUKA 6 KOHMYPIIU YQPYHROBIN ynarosyl, 1 KOWMYpHa Yapynkoea Ynarosh

8 Rapmonnit xopobyi,
Lornoxicam 8 mg
Hoproxcuranty 8 mz

UA/18503/01/G1

2274002

24227 packages/ynakceoi
02.2022

01.2025

TEST LIMIT
Hoxazmucu axocmi Hopuyeanns Pesynomani
Appearance
(Soeuitunin guensno)
Lyophilisate Yellow coloured lyophilized powder -Conform
Hiohinizan Hioginizoeanutl ROPOWLOR JICOSINOZ0 KOAbODY Bionosidae
Reconstituted solition Clear greenish-yellow solution, practically free  from | Conform
lomoeuil (8idnosnenuii) | particles. | Bionogidde
PO3HUH | IIposopwil. posuun 3eRerysamo-3ic08Mozo Konsopy, 1o
RDAKMUYHO He MICINUIMD YACMOK.
Identification Retention time of main peak obtained jfrom sample | Conform
loenmughixayis solution chromatogram and refention time of niain peak
Lornoxicam obtained from standard solution chrowatogram should be
 Joproxcurdmy same. Bioviosiduc
Hac ympuMmanHa OCHOGHO20 WIKY HA XPOMAMozpasri
gUNPOGOBYEARO20 POIUURY | UAC VINDUMANNHA OCHOGHGZ0
RIKY HG Xpomamozpami CmaHOapmiHo20 PO3YLHY MOIOHb
| enisnadamu,

Average weight
Cepedns maca

Uniformity.efvehring,
'Oéi;mp il &

) gidcuasimuca 610 cepednvozo 3navenns wacy #a 10,0%, |
H Hcodne. 3navenii He MOCe GIOXWILAMUCS G0 CEpeOrbo2s
it 1 20.0%.

136.2 mg £ 10% (123 - 150 mg) Bgmg (Mej, -

136,2m2% 10% (123 - 150 m2)

Not more 2-of single weights can deviate from average | Conform
weight for 10.0% and none can deviate from the average

. weight for20.0%.

N He Qinvine 2 OKPEMUX 3HAQWeHb. mach Mookyme | Bignosicac
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Manufactured by Mefar Ilac San. AL S,

. 1 Location: Ramazanoglu Mah. Ensar Cad. No:-20,
34906 Kurtkoy — Pendik/Istanbul, Turkey

License: TR/UY/2020/34-2

Bupoedneno: Medap lnad Caw A UL
Micuesnaxoarens: Pasasanorny Mak. Encap Fan, No 20,
34906 Kyprroit - INeupu/Cramdy, Typeuunna

Mivensia: TRAUY2020/34-2

TEST LIMIT RESULT
Hoxasnuru sxoemi Hopaysanns Pesyaemam
Clarity and Degree of Clear solution which of opalescent degree is not more
-QOpalescence intense than Reference suspension [ (3 NTU). Conform
Alpozopicme i cmynine [Tpo3oputt po3uun, w0 He nepeguiyye 3a IHMEHCUSHICHIO | Bionogioae
onarecyernyil onanecyenyiro emanonHol cyenensii 1 (3 NT'U), |
Degree of Coloration (Greenish-yellow solution is not more intensely coloured Conform
Cmynins 3a0aperemin than Reference solution GY. |
Posuun 3enenyeamao-2c08moz0 KOAbopy, ne Binbul Bidnosgioae
inmencueno 3abapsnenuit, ninc emanorn Y.
pH
DH §.5-9.5 _9.2
Water content Max, 3.0% 0.3 %
Baticm 600U Maxe. 3,0% .
Dissolution Time of
Powder :
YHac posuttenta nopowiKy M_ax‘ 2 min 0.4 min (xe.)
Makc. 2.x8.
gglfqr.mify ofde?age units Should meet the Acceptance value (AV). Conform
| HOPIOHICHL D0306ANHUX . . . . , . . .
| Mae sionosgidamu noxasnuxy nputiiamuocnii (AV). Bionogicae
QOUHUY B
| Assay
’ - 4 g i . . o
| ﬁ OKIHE SUSHALEINE 8.0 mg/vial +5.0% (7.6 — 8.4 mg/vial) ggf:j;ﬂw
| ) 8,0 me/haarxon £ 3,0% (7,6 — 8,4 sme/hbaaron) ' '
JoproKCUKaY |

Related substances
Cynpogioni dosiwxu

| Z-amino pyridine Max. 0.50% Not detected
2-aMiHonipUOuH Maxc. 0,50% BE BHABACHO
‘Deschloro analogue Max. 0.50% Not detected
Hezxnop-aiairoe Mawxe. 0.50% HE BHABJCHO
“Complex Methyl ester Max. 0.50% Not detected
Crraonui memunosuitégpip | Maxe. 0,50% HE BUABICHO
Simple Methyl ether Max. 0.50% 0.08 %
Alpocmuir smemunosuit echip- | Maxc. 0,.50% e
-Max. unidenf{ified impurity | Max. 0.20% 0.01 %
Maxre. reioenmugixosana Maxe. 0,20%
Comiutra o
Total impurities Max. 1.0% ~Contorm
Cyma Qomiuiox Maxe. 1,0% Bionosioae
Particulate contamination
Mexanivni 8KTIIOYEHHA Practically free from particles. Conform
Visible particles Hparxmuuno He smicmitme YACHOK. Biornogioae
Budumi wacmxii |
Sub-visible particles = 10 pm: Max. 6000 particles/vial 12 particles/vial
Hesuoumi wacmxu > 10 mxni: Maxe, 6000 wacmor/raicon (vacmor/ghraxon)
> 25 um: Max. 600 particles/vial o 0. patticles/vial
> 25 mrm: Maxe, 600 vacmor/hassiitig, o . (uacmor/rarxok)
Sterility Should be sterile. Sterile
CimepunsHicine | Mae dymu cimepunoHiom. { Cmeprnoruil.
Bacterial endotoxins Max. 21.875 EU/mg

<21.875 EU/mg
<21.875 OF/me

| Bakmepiansui-endomoxcunu | Maxe, 21,875 OE/ma




Muanufactured by Mefar Hac San. AL S,
Location: Ramazanoglu Mah. Ensar Cad. No: 20,
34906 Kurtkoy — Pendik/fstanbul, Turkey
License: TR/UY/2020/34-2

o Bupotneno: Medap Inau Can AL N
MicngsHaxomrenin: Pamazasoray Max. Encap Jhxai. Ne 20,
34906 Kyprioii - enane/CramByn, Typeuunssa.

Jiuensia; TR/UY/2020/34-2

Solvent for lyophilizate: Water for injections, 2 ml in arr ampoule;
3 ampoules of solvent in a contour tray,

Posyunnur ons nioinisamy: eoda daa in'exyitn, no 2 Mma 6 amayal;, W0 3 OMHVIU POIUUHAUKG 6 ROHMYPHITL
HAPYHKOGIH YRAKO8 i

Batch no.: 2275004
Ne cepii:
Bateh size: | . o
Pomip cepit’ 82 216 packages/ynaxosox
M . - date: |
3nuiacture date | 04.2022
Lama supobruymesa:
Expiry date: |
Ty eae 03.2027
EPMIH HpUOamnocmi; e
TEST LIMIT RESULT
Hoxkasznuru skocmi Hoparysanua Pesyromam
Appearance Clear colorless solution Conform
3o6riwuHIT 8u2iA0 | Besbapenui nposopuit posuun Bionogicae
pH
pH 5.0-7.0 65
| Nominal volume , :
Hominanernuil 06 e Min. 2 ml__(MIH' ,;JJLUI) 2'_} mi ()
Red colour becomes with addition of sodium
| hydroxide and yellow colour becomes with Conform
Acidity or alkalinity | addition of hydrochloric acid. Bionosiduace
Kucnomwuicins abo nyocricms | 3'A8RAEMbCA UepBOHe 3QDapEneH A NP 000A8aHHT
| | Hampio 2i0poxcudy I acosme 3aDAPBHEHHS NPU
Q00QBAHHT XNOPUCTHOBOOHEEOT KUCAOMIL. o
Conductivity (2§ ° . em GuxCrrenr?
| pomcuctivity (25 °¢) Max. 25 uS.cm(for < 10 mi) L pS.em”(ucCarcar”)
| &; 50 Cf P Maxe. 25 meCuaem™ (Ona <10 ma)
Oxidisable substances Pink colour should not disappear. Conform
Bionogmowui pevoaunu Poowcese sabapgienna ne nOGUHHO 3HUKQIMU, Bionogioae
1 Chlorides Max. 0.5 ppm -
<
Xnopudu Maxc. 0,5 ppm 0.5 ppm
| Nitrates Max. 0.2 ppm
Himpamu Maxe. 0,2 ppm <0.2 ppm
Suiphates It should not be turbid. Conform
Cyavhramu He mac bymu xaramymuum, Bionosioae
| Ammonium Max. 0.6 ppm |
| Amoniil Maxc. 0,6 ppm <0.6 ppm
Calcium and Magnesium Pure blue colour should occur, Conform
1 Kanoyitl | macuit Mae 3 sgumuca wucme cune 306apeneHHA. Bionogioac
Residue on evaporation Max. 0.004% Conform
| 3amnuauox nicas gunapiogarnn | Mawe. 0,004% Bionosidae
Particulate contamination =10 pm: Max. 6000 particles/ampoule 19 particles/ampoule{tacTox/amnyna)
| Mexaniuni gxarovenns =10 axm: Maxe. 6000 mc:mm/a,wnyﬂa
Sub-visible particles 225 pm: Max. 600 parﬁc]es e 0 particles/ampoule(uacTor/amMnyna)
Heguoumi yacmicu z25 mxm: Maxre. 600 !
Sterility Should be sterile. [/ : # ) Sterile
Cmeprnsnicnis Mae 6ymu cmepunvruv. B 8 @ 3 WCmepunoHull
Bacterial endotoxins | Max. 0,25 EU/ml ' *1<0.25 EU/ml
| Baxmepianvii endomorcuny Mare, 0,25 OFE/vn <0,25 OQOF/nu
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Manufacrured by Mefar Hlac San. A S,
Location: Ramazanogiu Mah. Ensar Cad. No: 20,
m d r 34906 Kurtkoy — Pendik/Istanbul, Turkey
| | | License: TR/UY/2020/34-2
N ‘Buposneno: ¥Megap Laau Can AL
MicresHaxoLuenna; Pamasanorny Max. Encap Jhxan, Ne 20,
34906 Kyprxoii - [enaux/CramByn, Typenunna
Hiugsats: TRAUY/2020/35-2

I do hereby ceriify that the abovementioned data are frustworthy and accurate. This product bateli is manufuctured

(packaging/labelling included) under the quality control on the abovementioned manyfaciuring sz'ré:_ in full conformity with
the GMP requirements, established by the regulatory agency of Turkey as well as with the specification and control methods

of the analytic-normative documentation, registered in Ukraine. The protocols of manufacture, packaging and analysis are

reviewed; conformity with the GMP Is established. _
Llun 51 30c8i0Yyic, WO nepepaxosana Guule iHpopmayis € Docmogiprow i mounor. Lis cepia npodykyll DyAa Gueomosnena

(BRTIOUMION U NAKYSARHA [ MAPKYGANHS) 3 NPOGEOEHHAM KOHMPONIO AKOCHL HO SULEEKA3ANIT GUDOBHUUIY OIIBHUYT G ROGHIU

gionoeionoemi 3 sumoeavu GMP, scmanosnenumu pezynumoprun op2arnom Typeuwuny, a marosc Y Gidnoafc)nocmi_ 31
cneyugirayicio i Memodanu xoumpomo axocmi (MKA), sapeccmposanumu ¢ Yxpaiui: [Ipomoxony upOOHUYINGA, YIAaKOEKU
ma ananizie Oynu nepeznasyIng ma 6CManosnerno sidnogionicnie GMP.

Surname and position of person, approving baich release to market Quality Assurance Manager: Buket Erel
pissrye ma nocada / 36anns ocobu, Axa eudara 0038in HA GUITYCK Cepil Menedorcep i3 3abesnedenns axocmi’ Byxem Epe

Signature and date, stamp
idnuc ma dama nidnucanss, nevamxa / wmamn 23.05.2022




