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CEPTHRIKAT AKGCTI
CERTIFICATE OF QUALITY

AR N 1210FP23000821
HavaMate: 30.11,2023

Hirapenruit sacid; JAPQOIKC Tabaern, sepinti 08onenkoio, no § vr, ne 10 ratnerox y Saicrepi; no I8 Gaicrepis y xapromiii
FIIREOBLE
Moedicinal produet; LARFIX® film coated {ablets, 8 mg, 10 fablets in & Dlister; 10 blisters ure in & carton package
Hiroun perromiing Jopuoreniany Swmr
Active ingredicnt: Lornoxicam 8 mg
Pegerpauiinie nocsiasensin Ne UAJE2330/01/02 wig 12.06.2017, repmin aif pecerpaniiivore noesigqends peobyererinii
Registrafion Certificate: Ne UAM2ZIIGMA1A2, 1206.2017, Registration Certificate validity is unfimited
Jiwensis na pnpsfuswrnse Ne: 25/61/2018
Ceprudrat GALP Ko 0402019/GMT
Bupodnne: Kyeyw Xeatxcep Tiat e, Iuaise
Aapeea apobnuca: Aot Ne b1-3, lgep Crewen eonomin Joyn, @efiz-1E, Hivasnyp, Tier, Uxap, Mazien Dpazem,
Tlin 454774, Tauin
Manalpctured by: Kuswm Healthicare Pyt 1,{d
Adidress of manufacturer: Mot No. M-3, Indere Special Beonamic Zone, Phase-U, Pithampur, Distt, Dhar, Madhya
Pradesh, Pin 454774, India
Cepin: Nz 1002543 Poamip cepii: 10600 v, Mavs puic 1042023 Hbienrii po: 0972026
Bafeh:No, Bateh Size: D/ Expiry date:
XN Hassa nogazieikn Buxory Peyyaprirn apiiisie
Name Index Requirements Resull of sualyses
P Oune Orasteni, npoaokrysail, s SA0IG 20 WOBIYREFUI0 KOus0py Todnersn, vepuTl | Binuonine
00GI0NROI0, 3 THCHEUN LB 3 0AHOT0 OUKRY | MaaciLkE 3 imuoro Goky.
Deseription Qval shape, white ta yellowish olong filim-coated tablet with imprint "L 0om one’
side and plain on ether side, Complics
2 | daenviiigagin Hac yrpumyrasha GCHOBHONS TUKY R Xpamatorpasi ACCHI UKy BANOIO poFumky va | Bignowisse
CTANAAPTHOIO PO3WHHY, DTPAMAIOIO B ¥MOBAN KUIBKICHOrO BH3UaqenHd, Mac
citisuanars,
Tdentification hu the chromategrams of the Assay preparation & stundard preparation the main Caomplies
| peaks should have the same retention dmes.
3 | Cepenua maca 213 sr£ 5.0 % 212 wmr
Average weight 5mg 5.0 % N2y
4 | Oapopignicrs  aososadnx | BiAnorigne mimsiorase. Binnosijae |
SHBHG
Uniformily of Dosage Uniis Compties 1w the requirements Complies
3 | Posnazasus e irnme 30 xn. 03 xm 01 cex
Disintegration Not more than 30 minutes 03 min 61 sec,
& | Posunpciuns He smenne 80 % (Q) nix sasnnenoi kinkkocri 20 301 xu. Q8% - 1008
tHssojulion WL 30 % (Q) from label claim in 39 mimues 98% - 100%
7 1 Cynpouiaudi gosiugs 2eceativanipndun — ue Gianwe 0,15 %, 0.01%
DeIAUPOGHUANE ADPHORCUKGAY - HE Biskine 0,3 % 0.01%
CrAAORI eip Aapuoncliayy - 12 Bitsme 0,15 %; He pusnacHo
MEMNAOGU erip AoproKcukaan: - e fianme 9,5 %; e saguaenoe
KoXeud ngideninnpisosong dominica — e Oinnure 0.3 % 0.02%
cyara weideninudbixosain doation - ne Ginsine 0,3% 0.04%
cyva doatfuror — ue Hineoie 1,3 %, 0.1%
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AR Ne 1210FP23000821

Xo Jia3sa noxasuuKa Bisory Pesyawrurs snaniiis
Name Index e Rttty | Result of anabyses
Zaniine Pyriding: NMT 015 % 0.01%
Lopnoxicom Deschioroaralog: NMT 0.3 % 0014
Related subsiances Lornoxicam Ester: NMT 0,15 % Not Detected

Lornoxicam Melhyl Ether: WMT 0.5 % Not Detected
Any Unknown Impurity: RMT 0.3 % 0.02%
Sum Unknown Imparin: NMT 0.3 % 0.04%
Total Taparioy: NMT 1.5 % 0.1%

8 [Kinexicne Brsnavensa Hpu gunyeacy:
95,0 -~ 103,0 % JopRoxenkagy RIZ 2a8BICHO0 ByiCTy, 100,34%

Ha mepaiin npudamsacmi:

99,0 = LH0,0 % soprokcyray Big 3a8BA0H050 BAICTY.
Assay
Release: 95.0-1050 % ol Lormoxicam of Labe} Claim 160.3%
O shelf Hife: 90,0-110.0 % of Lornoxicam of Label Claim
5 MirpoGionoriuna mcrora® Savmmsua kiankicrd aepoliom Mikpoopranizain (TAMC): ue Sianne 10° | He BHROHYETHCH
K¥ Qi

3araena KinkicTs AplRIROBHR Ta niicenonux rpulin (TYMC): ne
Staps 105 KY O/

Biacyritiers Escherichin coli & 1 uperapary.

Microbwlogical purity* Total aerobic microorganisms (TAMC) ~ NMT 10 CTFU/a, N Yicabs
Total Yeast & dMould Count (TYMC) ~ NMT 10 CFU/g. ot Apphcablc
Escherichia coli should be abseat per 1 .

Teor mrwonyernes g uepsunx 3 cepill, woeis 418 koxHol 16 cepif abo oimsn pas na pik,
* Wtcrobial purity will be performed on first 3 commercint batches thereafler at every 10" batch or ence in a year.

BUCHOROK: Cepig Ne 1002345 pianorizae sumoram MEA PIT Ne UA/12330/01/02
CONCLUSION: Batch Ne 1002545 complies with the requirements of MQC RC Mo UAS1233041/02
AHATH3 BUKOHAB JATA Kty
(ANALYSED BY) N\ (DATE}

L(L’V, -
Kossewtapt: uemac L‘:":;G‘} (2.0 ;:,‘5

Comments: no

3assa vpo ceprudivanio: «AiCRAM § 3a¢BIAMYI0, H0 HABEALHA BHILE tudoparamin ¢ Jocrosipusio i Tounsio,
cepist upouyRuil By BHLOTOBACKA (BXIWYAIONH YNAKCBRY / MApPRYRanys) i TPOREAEHs KOWTPOAL 1T 2100t Ha
BHEAAANOMY mignpueserni 8 sosaiil sinnosianoct 3 BUHAMOUAMIT, 3W3RATENHAMH B 9HHEIR nacTanoei GMP,
sarTeepweril MinierepersoM oxoponn 320por's Yepalan, i 3 shaoraMa peecrpanditnors noche kpafun
upnsnasenas. Iporexoas supedumursa, yuakoBkE T amanisie Gyns  uepernsuyrl § scrasondene ix
sianosimricy, Bayoran GMPy.

Certification statement: «On this I certify, that the above mentioned information is {rue and accurate. This product
batch was produced (fncluding packaging / labeling) and conducted for ifs quality control at the ahove mentioned
mumifaciurer dccording to speeified in the current GMP guidelines, approved by the Ministry of Health of
Ukraine, and with the requirements of the vepistration dossier of the destination country. Records of
manufacturing, packaging and analysis were reviewed and defermined for their compliance with fhe GMP
regquirements»,
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Kepiruni rpynn kOHTPOAK AKOCT
Quality control group manager
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AR, N 1210FP23000821

Yoopuopawkena oceba, 010 3miiicmos
ceprrdinarig cepii
Qualified Person certilying the batch

Tat'a Ta npiasmine
i

g ('\_ R - {
Qome) - Popeswmeic e
g

(Signature} - p
HAata pianucans {f" i 20275
{Date of signature} 1o
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