- TEKJIAPAIISI O COOTBETCTBUM

JTEKJAPAHT, IIPUHUMA IO JEKJIAPAITNIO O COOTBETCTBUM
340 "Kopan-Meo"

3apezucmpuposano . Mexcpationnaa uncnexyus MHC Poccuu Ne39 no 2. Mockee OI'PH 1027700070309 om
29.07.2002 |

Adpec: 119530,2. Mocksa, Ouaxosckoe wocce, 0. 34. Tenegon. 8(495)935-76-65.

B auye: I'enepaneneiti oupexmop Cunex b. I1.

Hoeepennoe nuyo. Cunex Tedac, 0osepennocme Ne 2/21-18 om 09.01.2018e.

3ASIBJISIET, UTO ‘

nexapemeennoe cpedcmeo. Humynud, zenv 0na napyxcnozo npumenenusn 1% 30 2, mybu naacmuxosvie (1), nauku
xapmonuvie, PY Ne IT N011525/04 om 16.10.2008 (0ama nepeogpopmnenus 09.04.2014), cepusn 60518003,
napmus 18870 ynaxogox, zo0en 0o 31.08.2021, npouzeoocmea Ianayes buomex JImo., Huous, Panacea Biotec
Ltd., Village Malpur, Baddi, Distt, Solan (H. P) - 173205, India, ko0 OKIIJ2 21.20.10.224, ko0 TH B3J]
3004900002, koumparxm Ne 2017/182 om 17.05.2017, unsotic Ne 0000000182 om 17.09.2018

COOTBETCTBYET TPEBOBAHMAIM
ITN011525/04-161008 (HO 42-7295-07 usm. Ne 1-4)

NEKJAPAIIUSA IIPUHATA HA OCHOBAHHM
npomoxon ucneimanuti Ne 2641 p om 24.09.2018 HJI 000 HL "®APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 @J140, Cepmuguxam POCC IN.®M08.C23425 qmﬁ?{._@.ZOIS
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CBEJEHUS O PETUCTPALIUM

OPTAH 110 CEPTUO®HUKAIINHU, 3APET NCTPUPOBABIUHNM JEKJAPAITHIO

RA.RU.11®M08 OPIAH I1O CEPTHOHKALHH ITPOIJVKIHH OFLJECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPY)XHOH IJEHTP KOHTPOJIA KAYECTBA",

adpec opeanuzayuu: 115280, 2. Mockaa, yn. Macmepxosa, 0. 4, am. 5, nom. 1, xom. 1, adpec opzana no
cepmugpuxayuu. 115280, POCCHA, 20poo Mock+ a.yn. Macmepkosa, 0. 4, am. 5., men.:(495)788-02-88, ee6-
catm: oykk.pe.
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{ Panacea Biotec

Innovalion in rupparf of life )’(:ERTIFICATE OF ANALYSIS
: Nimulid-1% Gel for External Use s
Produet Nawe (Nimesulide-1% Gel for External Use) A:B. Number *PF181510
: Humynn, reab I HapyxHOro .
Tpenapar nprvescrEs | % (Huvecyn) A.R. Honep :PF181510
Batch Number : 60518003 Date of Release : 18-09-18
Homep cepnn : 60518003 JaTa BLIDYCKA : 18-09-18
Date of Mfg. : 09/2018 Batch Size : 19674 Tubes
JlaTa npouss, 1 09/2018 r Q6bem cepin : 19674 Tpy6
Date of Exp. :08/2021 Reference : F605800703-SL Rev. No. 04
Tones X0 ;: 08/2021 r Ceblaka : F605500703-SL Rev, No. 04
TEST NORM RESULT
TIOKA3ATEJIb HOPMA PE3YJIBLTAT

1. Description

Onncanne

Slightly translucent, faintly yellow coloured gel.

OfHOpOaHEIH nénynpospaqmm refTs JKEITOBATOTO 1BeTa,

Slightly translucent, faintly yellow coloured
gel.

OnHopomHii  MONYNPO3PayHbIH
JXENTOBATOrO LIBETa.

Telnb

2. Identification

A. Nimesulide The retention time of Nimesulide peak in the | The retention time of Nimesulide peak in
(By HPLC) chromatogram of test preparation corresponds to that of | the chromatogram of test preparation
the Nimesulide peak in the chromatogram of the standard corresponds to that of the nimesulide peak
preparation, as obtained in assay of Nimesulide. in the chromatogram of the standard
i preparation, as obtained in assay of
Nimesulide.
B. Alcohol ~The retention time of-peak of alcohol in the chromatogram The retention time_of peak of alcohol in the
(By GC) of test preparation corresponds to that of the peak of | chromatogram  of  test preparation .
aleohol in the chromatogram of the standard preparation, corresponds to that of the peak of alcohol in
as obtained in assay of Alcohol. the chromatogram of the standard
preparation, as obtained in assay of
Alcohol.
IopnnRHOCTE
A) Humecymn Bpems yACpKHBAHHI OCHOBHOrO ITHKA HA xpomaTorpamMme | Bpems yASpKuBAHWs OCHOBHOTO THiA Ha
(BIKX) HCHBITYEMOTO ~ PAacTsBopa  JOMKHO — COOTBETCTBOBATL | XPOMATOrpamMMe HCTEITYEMOrO  PacTROPa
BpEMER:  YACPKMBANHA  OCHOBHOTO  WHKA  H2 | JOMKHO COOTBETCTBOBATE BpEMEHK
XpOMATOrpaMMe CTRHIAPTHOIO PAcTBOpa. | ynepxuBanHs ~ OCHOBHOMO  THKA  Ha
XPOMATOrpaMMe CTaKAApTHOro pacTBopa.
B) Dranon (TX) Bpemsa YHepXABAHMA ~ OCHOBOHOTO — MHKA ~ Ha Bpems yACPHBARHA OCHOBOIIOrO MHKa HA
XPOMATOIPAMME  HCITBITYEMOTO pacTBOpa  JOMKHO | XPOMATOTpaMMe WCNBITYeMOro pacTeopa
COOTBETCTBOBATL BPEMENH YJEPHHBAHHA OCHOBHOIO MHKa | JHOJUKHO COOTBETCTBOBATH BpemMelH
H& XpOMaTOrpaMMe CTaHIapTHOFO pacTBopa. VOEDXKBAIKL ~ OCHOBHOTO  MHKA  Ha
XpOMAaTOrpaMMe CTaHAPTHOrO pacToopa.
3. pH Between 3.0 and 5.0. 3,481 -
pH Or3,0 50 5,0 3,481

4, Uniformity of fill
weight

Macea cogepaciMoro

The average net weight of contents of 10 containers is not
less than the labelled amount and the net weight of the
contents of any single container is not less than 95.0 %
and not more than 105.0% of the labeled amount.

Cpenuna Macca conepxumoro 10 ty6 aosmksa GbiTe HE

Average=30.1'g.
Minimum = 100.0%
Maximum = 100.3%

Cpenusis = 30,1 ¢

yNAKOBKH Memee  3aiBJEHHOH M Macca  COAEPHHMOro M st =100.0%
WHIMBHAyansHOH TyGE! fomkHa 65Ts or 95,0 % no 105,0 | M yM - 100’ 3;
% ox 3asABIEHHOH. e i
YA E—S Fil M -
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I Panacea Biotec

Innovation fn support of life CERTIFICATE OF ANA.LYSIS
: Nimulid-1% Gel for External Use
Product Namg (Nimesulide-1% Gel for External Use) A.R. Number : PF181510
: Hum al
Tipenapat nﬁ:};‘ﬁﬁ’ﬂb %”E‘H‘;Sz:;‘:g A.R. Homep : PF181510
Batch Number 1 60518003 Date of Release : 18-09-18
Homep cepin 1 60518003 ' JlaTa Beinycka : 18-09-18
Date of Mfg. 1 09/2018 Batch Size | : 19674 Tubes
Jara nponse, : 09/2018 r OGneM cepiiut : 19674 Tpyb
Date of Exp, 10872021 Reference : F605800703-SL Rev. No. 04
Tomen no - 1 08/2021 r Cenlxa : F605800703-SL Rev. No. 04
S. Density | Between 0.800 and 0.900 g/ml . 0.865g.
TlnotHocers Ot 0,800 a0 0,900 r/mn 0,865r
6. Impurities | Total impurities: Not more than 1.0%. 0.40%
By HPLC) |
IlocToponnire | :
npumeci (BIKX) Cymma npumeceii: He Gonee 1,0 % 0,40%
7. Microbial Total bacterial count : Not more than 1000 cfu/g. 20 cfu/g.
Contamination Molds/Fungi : Not more than 100 cfu/g, <10 ofw/g.
| Escherichia colt : Should be absent. Absent.
! Salmonella species : Should be absent. - Absent.
Psewdomonas aeruginosa : Should be absent. Absent,
Staphylococcus awreus : Should be absent. Absent,
Muxpobuomornveckasi| Obmee uncno Gaxrepuii  : He Goiee 1000 KOE/r ; . 20KOEr
4NCTOTA | O6mee wreno rpuGos . - : He Gonee 100 KOE/r ~ <10 KOE/r
‘ Escherichia coli : JIoJKHEBE OTCYTCTBOBATE OrtcyrerByer
Salmonella species  JoMKHB OTCYTCTBOBATE Oreyrersyer
| Pseudomonas aeruginosa : JOMKHL OTCYTCTBOBATD Orcytcrnyer
Staphylococcus aureus ¢ JIOIDKHEI OTCYTCTBOBATE Orcyrersyer
8. Assay Each 1.0 g contains:
Nimesulide, HPLC i) Not less than 90.0% and not more than 110.0% (9.0 mg 98.0% (9.8 mg)
! to 11.0 mg) of the labelled amount of Nimesulide BP, :
Cy3H12N2058 (10 mg).
Ethanol, GC iif) Alcohol content is not less than 595.96 mg and not 634.00 mg
more than 672.04 mg (634.00 mg).
Konnuecrsennoe '
onpeneeHne
Humecynmna, BOXX B 1,0 r rens conepxuTCA:
i) He menee 90,0 % u 5e Gonee 110,0 % (ot 9,0 mo 11,0 98,0% (9,8 mr)
MT') OT 3asIBJIEHHOIO KOIMYECTBA HHMECY TH A
Oranon, X it) Copepsxanue aTanona He menee 595,96 Mr n ue Gonee e
672,04 mr (634,00 mr). s 2634;00')::? N

X\ “-,J"

Remarks: In the opinion of undersigned the sample complies with In-house specification.
3axmoyenne: [Jo Muenmo RikenoanncaBImxca o6pasel] cOOTBeTcTBYeT TpeGoBankam Caell, @wpmr 2\
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