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[oaTeepkacINe COOTBETCTRHS CCPHH ACKAPCTBELINIOrD npenapaTa

[aumeronanue npoayxiu: HiuMynui cycnensns A npaemMa BHyTph 10Mr/M ((hnaxoHs!

n.uzu.rru KOBLIE) 60 MA/M KOMTLICKTE ¢ CTAKAROM MEPHBIM/NE] (Humecynun)

Homeprcepuu 58320006 .

KomrecTso (0BBEM) 31600 ynaxomox

JlaTa BEITYCKa MPOAYKUHK 2ﬁ-Q3-21 I.

Bx,myczc'npon_ytcuﬁﬂ OCYILECTBNEH B COOTBETCTBRH ¢ TpebonaHMAMN HOPMATHBHOIO A0KYMEHTA
HJUNe 11 NO11525/01-100620, ram, Ne 1 TTNO1 1525/01-100620

H npyroft OpramM3alyoHHO-TEXHONOIHECKOH LOKyMenTauwedt COTNACHO NEPeuHIO A0KYMEHTOB

NPON3BOJCTBA NCKAPCTBEHHOIO NPENnapaTa «HymynHz, CyCTIEH3Ms LIS IPHeMa BHYTPb 10Mr/MIm.

Boo3uMbli nexapcTBEHHBIR TpenapaT COOTBETCTBYCT Tpéﬁosannm. YCTAHOBNEHHBIM TIPH ero
rocynapcTeeHHoN perncTpannk Ne [INO11525/01 oT 09/02/2012, a Taxye B COOTHOTCTBHH C HO
Ne T1 NO11525/01-100620, u3ns. Ne 1 TINO11525/01-100620. '

VTNOAHOMOYEHHOE nuuoa'-‘r cNDER JcumAR :_és?'l 077~ Y-2]

(duia) (noamics) (4zrr)
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CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIH3A
Product Name - Nimulid, suspension for oral administration | A.R. Number : PF210596
10 mg/mL (60 mL) (Nimesulide)
Tlpenapar : Humynua, cycneHsns JUis PHeMa BHYTPb | Amajus Ne : PF210596
10 M/ {60 ma) (Humecynuay
Batch Number : 58320006 Date of Release 1 22-03-21
Ne Cepunt : 58320006 TA BBEINYCKN : 22-03-21
Date of Mfg. : 03/2021 Batch Size 31600 x 60 mL
Jlara npouss. 10372021 r KonuuceTno : 31600 x 60 M
Date of Exp. : 02/2024 Refcrence : F583SL0203-SL Rev.N0.09
| Toxen a0 1 02/2024 r Hopmarusrslit JOKYMeHT : F5838L.0203-SL, Rev.No.09
e P R g e L
t (] -
G:;N ‘;\“p“‘ Aparc Jumnres, Hiiua MHL . TINOT1525/01.100620, 13wt Na 1 11
8901168583024 N011525/01-100620
IpoiysoAuTENLE Manofacturer:
«fTanauer Buorck ®apma JiTay, «Panacen Diotec Pharma Lid.,
Mannyp, B wer. Conan (X.11.) ~ 173205, Huang Malpur, Baddi, Distt. Solan (H.P.) - 173205, India
TEST STANDARD RESULT
Description Yellow coloured, flavoured, suspension, Yellow coloured, flavoured, suspension.
Onscanue Cycnexsus KEATOro LBETA C APOMBTHLIM JANAXOM. Cycnensua GKEATOTO MLBETE €  2POMATHbIM
3a0aX0M.
Identification (By HPLC) | For Nimesulide For Nimesulide
The retention time of major peak in the chromatogram | The retention time of major peak in the
of the test preparation is concordant with the major | chromatogram of the test preparation is concordant
peak in the chromatogram of the standard preparation. with the major peak in the chromatogram of the
standard preparation.
For Sodium Benzoate, Sodium | For Sodium Benzoate, Sodium
Methylparehydroxybenzoate and Sodium | Methylparahydroxybenzoate and Sodium
Propylparahydroxybenzoate Propylparahydroxybenzoate
The retention times of major peaks in the | The retention times of major peaks in the
chromatogram of the test solution cotrespond to chromatogram of the test solution correspend to
retention times of peaks of Sodium Benzoate, Sodium | retention times of peaks of Sodium Benzoate,
Methylparahydroxybenzoate and Sodium | Sodium Methylparahydroxybenzoate and Sodium
Propylparahydroxybenzoate in the chromatogram of | Propylparahydroxybenzoate in the chromatogram
the standard solution. of the standard solution,
TNopmmunoctb (BIXX) Humecynun Humecynug )
BpeMs  yAepXHB2HHA  OCHOBHOTO  NHka  Ha Bpema YACPAHBaHKA OCHOBHOTO mnka Ha
XpomMmatorpamMme WHCTILITYEMOro pacTaopa [ROMKHO xpouarorpaume UCNILITYEMOro pacTeopa ROMKHO
COOTBETCTROBATL  BPEMEHN YACPKHBARNA nuxa | COOTBETCTBOBATL BPEMEHH YACPHHBAHHA NHKL
HMMECYTHZ2 WA XPOMATOTPEMME CTEHABPTHOMO | HMMECYAHIA Ha XPOMBTOFpPaMME CTEHAAPTHOTO
pacTeopa. pacTeopa.
Harpus 6eH308T, MCTHANADAT HAPOKCHOCH30AT HATPHR Harpus GendoaT, MeTnanaparmapoxcubensoar
H TIPONHNNAPArHAPOKCHEEHI0AT HATPHA HATPHA ¥ NPONHNNAPArHAPOKCKECH30AT HATPHA
BpeMeHa yAcpKHBZHWA  OCHOBHBIX THKOB  H2 Bpesena YIepXHBRHMA OCHOBHBIX NiKOB Ha
XPOMBTOTPAMME  MCOIBITYEMOro  pacTROpa ROMKHL! | XPOMATOrPAMME HCMEITYEMOTO PaCTBOPE AOMKHE!
COOTBETCTBOBATL BDEMEHBM YAEPXHBAHHA MHKOD | COOTBCTCTBOBATH BpEMCHAM YNEPKHBAHUA [THKOB
natpun  Gensoars, meTannaparuapokcuben3oata | Hatpus Gensoata, METUINAparuapoKcHOEH30aTA
HATPHR M MPOMMANAPArMAPOKeHDEH30ATA HATPHA HA | HATPHA U nponHAnaparkRpokcben30aTa HaTPHA
XpOMATOrpaMme CTaHABPTHOTO pacTBOpa. Ha XPOMATOrpaMME CTAHABPTHOO PACTBOPA.
ared é{. Checked B; by ed B C% é -
Pre B; he Approved By
Sigg.lDatuy zy- M Sign. maé %‘\'”' Si ‘:1. /Date =20Y-2)
Name Rahul Singh Name Umesh Thakur Name Jitender Kumar
Designation Officer - QC Designation Executive - QC Designation Manager - QC
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CERTIFICATE OF ANALYSIS

(SPh RF)

Cennmenramnonnasn
yeroliunsocrs
Td Pd)

CEPTHOHKAT AHAJTH3A
Product Name : Nimulid, suspension for oral administration | A.R, Number : PF210596
10 mg/mL (60 mL) (Nimesulide)
MIpenapar ¢ Humynun, cycnensun gna npuema BHYTPSs | AHARA3 Ne : PF210596
10 mr/mn (60 M) (Flumecynnn)
Batch Number : 58320006 Date of Release 1 22-03-21
Ne Cepun : 58320006 JlaTa Brinyeka : 22-03.21
Date of Mfg, : 0372021 Batch Size 31600 x 60 mL
ATA MPON3B. : 03/2021 r Konuuecrso 31600 x 60 mn
Date of Exp. : 02/2024 Refercnce : F5835L0203-SL Rev.No,09
Tomen o :02/2024 r Hopmarnsnbiii aokyment | ; F583SL0203-SL Rev.No.09
o oy | A3 Drgs U, v s S
po Aapty Ipare Jlumurton, Unans ; '
GTIN 18901168583024 ' NHA Nolsasoroezo T
Tpowssopurens: Manufacturer;
«llanauce Gnotex dapma Nram, «Panacea Blotec Pharma Ltd.»,
| Mannyp, Banaw, inct, Coman (X.I1.) - 173205, Mumia Malpur, Badd:, Distt. Solan (H.P.) - 173205, India
TEST STANDARD RESULT
Sedimentation stability The suspension should not delaminate during | The suspension should not delaminate during

3 min,

Cycrienzsun ie JoNXHA PACCAHBATLCA B TEYEHUE
3 MHH,

3 min,

Cycncmaus He JA0JNKHE PpaccnaKBaThes B
Teuenue 3 MEH,

(SPh RF)

O0nem conepixuMoro

Uniformity of fill volume

The average volume of the contents of 10 vials
should not be less than that stated on the label, the
volume of the contents of each vial should be at
least 95.0%.

Cpennnit ofsem cosepwumoro 10 daakowon He

Averape = 60,7 mL
Minimum = 99,7%
Maximum = [02.5%

Cpennee snauenne = §0,7Mn

YNaKoBKH FonxHo OEITH MeHee JaABNCHHOTO HA ITHKETKE, Mun. = 99,7%
(rdre) DOBEM COAEPKHMOro Kaxaoro (uIakoRa AONKHO Make, = 102,5%
ObITh HE Menee 95,0 %.
pH (SPh RF) From 3.0t0 4.5 4,441
pH (F® Po) 0r3,004,5 4,441
Particle Skzo (SPh RF) Particle size X5 - Not more than 100 pm. 14.3 pm
Pasep wacTan (b PO) Pasmep HacTAY Xso — He Gomee 100 Mxwm, 14,3 Mk
Density (SPh RF) From1.,000 to 1.200 g/mL 1.089 g/mL
Maotaoers (TP Pd) Or 1,000 r oo 1,200 r/mn 1,089 r/mn
Viscosity (SPh RF) From 700 to 1400 cps.
1060.77 cps
B ® Pd Ot 700 2o 1400 cna.
R . o N 1060,77 cns
Prepared By Zi Y Checked By ~ 9/ Approved By
Sign/Date ¢4 : Sign. /Date o‘l\"""” Sign. /Date ?;q—::‘l
Name Rahul Singh Name Umesh Thakur Name Jitender Kumar
Designation Officer - QC Designation Executive - QC Designation Manager - QC
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CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJTU3ZA
Product Name : Nimulid, suspension for oral administration | A.R. Number : PF210596
10 mg/mL (60 mL) (Nimesulide)
lIpenapar : HuMynng, cycnensus e npuema BHYTpb | Alanni Ne : PF2105%6
10 mr/mn (60 ma1) (Humecynnn)
Batch Number : 58320006 Date of Release 1 22.03.21
Ne Cepun : 58320006 JaTa seinyckn : 22-03-21
Date of Mfg. : 03/2021 Batch Size 131600 x 60 mL
JlaTa nponuzs. :03/202]1 r KoninecTso 131600 x 60 ma
Date of Exp. ;0272024 Reference : F5835L.0203-SL Rev.No.09
Coxen ao : O?.QOM r _Hopmarneumii foxymenr : F5838L.0203-SL Rev,No.09
Mmoot | el Tl e e e
Aapi Jpare Jinmutes, Vnaus g o
(CTIN 1890168583024 - Nons2sm soagzn
Mponavomrreas: Manufacturer; -_
llanages Buorex dapma JITan, «Panacea Biotec Pharma Lidy,

| _Mannyp, Banau, Jver. Coman (X.IT,) = 173205, Hugua

Malpur, Baddi, Distt. Solan (H.P.) - 173205, India

Related Impurities
(By HPLC) 0.08 %
Any Single Impurity : Not more then 0.2%, 0.11 %
Total impuritles : Not more than 1.0%,
PoncToenneie npimecit Jio6oHl exunnuuoli npumeck — ve Gonee 0,2 %; 0,08 %
(BIWX_ cymMa nprmeceli - ne Gonee 1,0 %. 0,11 %
Microblal purity (SPh RF) Total aerobic microbial: Not more than 10° efu/mL. 20 cfiymL.
count
Fungi : Not more than 102 cfiymL. <10 cfu/mL.
Escherichia coli : Should be absent, Absent,
Salmonella .+ Should be absent. Absent,
Pseudomonas aeruginosa : Should be absent. Absent.
Staphylococeus aureus  : Should be absent, Absenl,
Muxpobuonornyecras Obliee uncao adpobHuX MHKpoOpranusmon; He 20 KOE/r
uncrota (T PO) Gonee 10° KOE/r
O6utee uncho rpuGos  : He Gonee 102 KOE/r <10 KOE/r
Escherichia coll ; JOJKHO OTCYTCTBOBATH O1cyTcTByeT
Salmonella : Honxaio oTcyTCTBOBATH Orcyrcrayer
Pseudomonas aerginosa | JlonxHo oTcyTCTBOBAT Orcyreryer
Staphylococeus avireus ; Jlonxio 0TCYTCTBORATh Orcyreteyer
. —
. vy :
Preparcd By 2 Checked By Approved By
Sign./Date sy J Sign. /Date %"" o Sign. /Date %- 2)
Name Rahul Singh Name Umesh Thakur Name Jitender Kumar
Deslignation Officer - QC Designation Exccutive - QC Designation Manager - QC
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CERTIFICATE OF ANALYSIS
CEPTHPHKAT AHAJIA3A
Product Name : Nimulid, suspension for oral administration | A,R. Number : PF210596
10 mg/mL (60 mL) (Nimesulide)
IIpenapar . Humynup, cycnensus And npeMa sHyTps | Amanns Ne 1 PF210596
10 mr/mn (60 M) (Humecysun)
Batch Number : 58320006 Date of Release :22-03-2]
Ne Cepun : 58320006 JlaTa BBIIYCKR :22-03-21
Date of Mfg, : 0372021 Batch Size 131600 x 60 mL
JlaTa npomnss, :03/2021 r KomsvecTro 331600 x 60 Ma
Date of Exp. 1 02/2024 Reference : F5835L0203-SL Rev.No.09
Toaen go :02/2024 r HopmaTneusii goxymenr | : FS83SL0203-SL Rev.No.09
#nnul’aﬂuﬂ: ong(l: Aarti-Drugs'Limited, India NTDNa. N ningugﬁg;lo r:u?ga;gamdmmz
ITEN 2 -
oo Anpri Jlparc Jluvuren, Hinha NHA « 1 NO11525/01-100620, uaas, ¥a | T
GTIN 18901168583024 NO11525/01-100620
TIpoisnontTens: Manufacturer:

«lanaues Buoter Capma JItay,

Manmyp, Bazaw, Iuet. Conan (X.11.) — 173205, Henug

«Panacea Biofec Pharma Lid.y,

Malpur, Baddi, Distt. Solan (H.P,) - 173205, India

Sodium Benzoate

Sodium Methy!
Parshydroxybenzoate

Sodium Propyl
Parahydroxybenzoate

KoauuceTpennoo
onpegcaenue
Humecynun

Hatpus Genaoar

MeTunnapa-ruapekenbensoar
HaTPHA

Mponuanapn-ryapokc1GensoaT

to 11.0 mg) of the label claim of Nimesulide,
CiHi2N2058 (10.0 mg).

Not less than 80.0% and not more than 120,0% (1.6
mg to 2.4 mg) of labeled amount of Sodium
Benzoate, C;HsNa0: (2.0 mg).

Not less than 80,0% and not more than 120.0%
(1.44 mg to 2,16 mg) of lebeled amount of Sedium
Methyl Parahydroxybenzoate, CsH;N2O; (1.80
mg).

Not less than 80,0% and not more than 120.0%
(0.16 mg to 0.24 mg) of labeled amount of Sodium
Propy! Parahydroxybenzoate, CioHiNaOs (0,20
mg).

Ot 90,0 % &0 110,0 % 0T 3088ACHHOrO KONHECTE
(o7 9,0 ao 11,0 Mr o | Ma npenapata).

OT 80 % no 120 % oT 32ABNEHHOMO KOMKUECTEE (OT
1,6 mr g0 2,4 Mr B | MX npenapara).

O7 80 % no 120 % or 3asBNEHHOrO KOAH4ecTDa (0T
1,44 Mr o 2,16 Mr 8 | Mx npenapata).

OT 80 % a0 120 % or 3aapnenHoro konuyecTsa (0T

TEST STANDARD RESULT
Assay (By HPLC) Each | mL of suspension contains:
Nimesulide Not less than 90.0% and not more than 110.0% (2.0 98.0% (9.8 mg)

92.5% (1.85 mg)

100,0% (1.80 mg)

92,0% {(0.184 mg)

98,0% (9,8 mr)

92,5% (1,85 mr)

100,0% (1,80 mr)

92,0% (0,184 mr)

HaTPK: 0,16 mr a0 0,24 mMr s | mn npenapara).
7 A —
Prepared By ' é_... Y Checked By ‘%/ | Approved By
Sign./Date syt ' Sign, /Date ALY Sign, /Date %-2}
Name Rahul Singh Name Umesh Thakur Name Jitender Kumar
Designation Officer - QC Designation Exccutive - QC Designation Manager - QC
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAIMZA
Product Name : Nimulid, suspension for oral edministration | A.R, Number : PF210596
10 mg/mL (60 mL) {(Nimesulide)
Mpenapar : Humynun, eyenensun ans nNipremMe BIYTpe | Ananna Ne : PF210596
10 Mr/Ma (60 Mar) (Humecynuz)
Batch Number : 58320006 Date of Release 122-03-21
Ne Cepun : 58320006 Jarta ByInycka £ 22-03-21
Date of Mfp, : 03/202] Batch Size 131600 x 60 mL
ATa nponss. : 03/2021 r Koanyecrao : 31600 x 60 ma
Date of Exp. 1 02/2024 Reference : F5838L0203-SL Rev.No.09
Tomen no :02/2024 ¢ Hopmarusubiit noxyment ¢ F5835L0203-SL Rev.No.09
Manufacture of API Aarti Drugs Limited, India NTD No. + [TNOT1525/01-100620, amendment
et ®C | Asom Jpare Tiwures, Mugns » TINOL 1525101100630 . e 1 1
GTIN 18901168583024 h NoL1sasior 1oéae.
Mpowsnoanrenn: Manufacturer:
«Ilenauce Buotek Gapma Jrasw, «Panaces Biotee Pharma Lid.»,
. | _Mannyp, Bammy, Auer. Conan (X.I1) — 173205, Hunua Malpur, Baddl, Distt, Solan (H.P.)- 173205, India
TEST STANDARD RESULT ]
HCHBITAHUE COEINHOHKAIIUSA PE3YJRTAT
Packaging 60 ml.of suspension in brown bottles made ofglass | 60 ml of suspension in brown bottles made of
(class 3) or plastic (polyethylené terephthalate) with plastic (polyethylene terephthalate) with an
an aluminum screw cap with first opening control. | aluminum screw cap with first opening control,
The manufacturer’s logo -is applied to the cover. The-manufacturer’s logo is applied to the cover.
Each bottle together with a graduated plastic | Each bottle together with a graduated plastic
measuring cup (primary polypropylene) and measuring cup (primary polypropylene) and
instructions for use are placed in a cardboard box. | instructions .for use are placed in a.cardboard
. box.
VYnaxonkn Tlo 60 Ma cycnensus B xopuumestic daakons ua | Io 60 ma CYCMEH3IHH B KOPHYHEBkIE (Rakols!
crekna (krace 3) HIH TjiacTHKA | M3 nracTHka  (nonmaTunenrtepedranar) ¢
(nonuarnnentepedranar) € BMOMHHMCBOH | AMOMHHHEDOH HABHMYMDAIOWENCH KpaimKoOH C
HOBHHYHBAIOWEHCA  KPHIKOH €  xoHTposem | KOHTpOMCM nepsore BCKpuITHA, Ha kpeiuky
TIEPDOro BCKPBITHA, Ha KpLiluky HaHECER NOTOTHN | HAHECEH ROFOTUN NPOMIBOAKTEAR.
NpPOH3BOAHTENS, Kaieit  dnaxon  pmvecre ¢ mepuein
Kexamt  dmakor  smecte ¢ MEPHbIM | THIACTMACCOBLIM CTAKAHYHKOM C rPadyHPOBKOH
MAACTMACCOBLIM CTAKANYHKOM C rpanyuposkod | (Mepsuysii noaunponunes) u HHCTPYKUHER
(mepeuunsil noaunponunex) u HHCTpykuueh ne | MO NPHMEHEHUIO MOMEWAOT B KAPTOHHYIO
NPHUMEHEHHIO NOMELIAIOT B KApTOHHY O nayky, nayKy,
Marking rim, ckaging: Compiles
trade name of the drug; intemational non-
proprictary name of the drug; dosage form; dosage;
the volume of the drug in ml; the amount of active
ingredient in 1 m! of the drug; storage conditions;
warning sign "Keep out of the reach of children";
the inscription "SHAKE BEFORE USING";
prescribing conditions; dosage regimen in the table
indicating the amount of the drug per body weight;
manufacturing license number; batch number;
manufacturing date; shelf life ("Expiry date ");
warning inscription "Do not use the drug afler the
, ¢xpiry date indicated on the paz\)kage ; the name UfA —
Prepared B é._ Checked B; pproved By C%é._
Sigg,/Dalc J ey Sign. II)atZ ﬁ.n,/:"“ 5 Sign. /Date Ao Y-2)
Name Rahul Singh Name Umesh Thakur Name Jitender Kumar
Designation Officer - QC Designation Executive - QC Designation Meanager - QC
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CERTIFICATE OF ANALYSIS

CEPTUMUKAT AHAJIM3A

Product Name : Nimulid, suspension for oral administration | A.R. Number : PF210596

10 mg/mL (60 mL) (Nimesulide)
Tpenapar : HuMyaun, cycrnensus ais nprema ouytps | Anaans Ne : PF210596

10 mr/ma (60 m) (Humecyann)
Batch Number : 58320006 Date of Release :122-03-21
Ne Cepunt : 58320006 JIaTn Brinyexa :22-03-21
Date of Mfg. : 03/2021 Batch Size :31600% 60 mL
JaTa npouss. 1 03/2021 r Koanaecroo 131600 % 60 Myt
Date of Exp. : 02/2024 Reference : F5835L0203-SL Rev.No.09
Toaen no : 02/2024 r HopmaTupnsii goxymenr | : F58381.0203-SL Rev.No.09
ot T | AariDmgs i o i L i

Aaptu IIparc Jlumuren, Uuaus i -

GTIN 18901168583024 o Nﬁ;‘fﬁééféf’féoﬁ?” o K1 1
Tponivomirens: Manufocturer;
«lznaues Birotrex @apmn Jitan, «Pansacea Blotee Pharma Ltd.»,
M pet. Cong ) = 173205, Winns Malpur, Baddi, Distt. Solan (H.P.) - 173205, India

the manufacturer, its address and logo; packing
material code (if necessary); packeging
technological marks (if necessary); technical mark
(company security mark) (identification means, 2D
code, if necessary),

Secondary packaging:

trade name of the drug; international non-
proprictary name of the drug; dosage form; dosage;
the volume of the drug in ml; number of vials; the
amount of active ingredient In | ml of the drug;
"Centains sodium methyl parahydroxybenzoate,
sodium propy! parahydroxybenzoate, macrogol
glyceryl hydroxystearate (Cremophor RH 40),
sodium benzoate, sodium disulfite, 70% sorbitol |
solution, uncrystallized *** and water in a ratlo of
70: 30 "; storage conditions, warning sign "Keep out
of the reach of children"; "Method of application:
for oral administration”; the inscription "SHAKE
BEFORE USING"; dosage regimen in the table
indicating the amount of the drug per body weight;
prescribing conditions; barcode; repistration
certificate number; manufacturing license number;
batch -number; menufacturing date; shelf life
("Expiry date ");warning inseription "Do not use the
drug after the expiry date indicated on the package”;
inscriptions: "ANTI-INFLAMMATORY",
"ANALGESIZING", "ANTI-
INFLAMMATORY"; name, address, telephone
and e-mail of the organization accepting consumer
claims; the name of the manufacturer, its address
and logo (supplemented with the phrase
“Innovation in support of life"); packaging material
code (if necessary), packaging technological marks
(if necessary); technical mark (compeny sccurity
mark) (identification means, 2D code, if necessary).

Complies

Z a¥
Prepared By é - Checked By g\/ Approved By
Sign./Date ey ! Sign. /Date AN v Sign. /Date %;n y-2)
Name Rahul Singh Name Umesh Thakur Name Jitender Kumar
Designation Officer - QC Designation Executive - QC Designation Manager - QC
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHATH3A

Produet Name

Mpenapat

| + Nimulid, suspension for oral administration
10 mg/mL (60 mL) (Nimesulide)

: Humymun, cycnensua JUIR NpHEMa BHyTph
10 Mr/ma (G0 mn) (Humecymn)

Auanns Nb

A.R, Number

: PF210596
: PF210596

Batch Number
Ne Cepun

: 58320006
: 58320006

Date of Release
Jara Brtnycxa

1 22-03-21
:22-03.2]

Date of Mfg,
ATA OPOM3NR,

":103/202]
: 03/2021 r

Batch Size

Koanuecrso

:31600 x 60 mL
31600 x 60 ma

Date of Exp,
Tomen no

: 02/2024
: 02/2024 r

Roference

: F5838L.0203-SL Rev.No.09
: F5838L.0203-SL Rev.No.09

Manufacture of AP]
[ponssoaurrens ®C

Agrti.Drugs Limited, India
Aapty Hpare Jiumwures, Waaus

GTIN 18901168583024

M HI

Hopmarusupiit ROKYMEHT
NTD No.

: TTNO1 1325/01-100620, amendment
Ne | TINO11525/01-100620

: TINO11525/01-100620, nans. Ne | 7]
NO11525/01-100520

Ipoissoanrens,: )
«llmuen Guover dapya Jiran,

[ Mannyp, Baway, Jlscr. Conan (X.1.) — 173205, Hugns

Manufacturer:

«Pnoacea Biotec Pharma Ly,
Malpur, Baddi, Diste. Selan (H.P.)- 173205, Indin

Mapkuponka

Hepsuynag Yhaxogra;

TOprosoe HaWMeHoBalHe npenapara;
MEXRIYHAPONHOE HENATCHTOBANNOE NAKMEII0BAKHE
npenapara; jexapcTBenHAR (opma; JIO3UPOBKE;
o6reM  npenapata B MA,  KONHYecTRo
AeHcTBytomero sewectsa § | M npenapara;
YCTIOBHA XPAHCHHA; NpeAyNPeauTenbHAA HANTHCh
4XpaHKT B HedOCTYNHOM anm neted mecren;
LEVTTTS «[MEPE] YNOTPESNEHMEM
B3EAJITBIBATbY; yemorus OTRYCKA; pemuM
ACIHPOBAHUA B TabNHLE © yKazaHUeM KONHYCCTBa
npenapata Ha maccy Tena; Homep
TIPOH3BONCTREHHON MULEH3NY; HOMED cepu; naTa
TIpOH3BOACTBE; cpok roguoctn («Iogen zon);
Npenynpenurensias  manmuce «He npumenars
NPENApaT MO  KCTEUCHMM CpOKA  roAHoCTH,
YKA3BHHOT'D HA YNTAKOBKEN; HAUMECHODBAHHG HpMBbI-
UPOH3BOAMTENA, ee aApec M  JOroThn; koA
YNakoBOYHOro Matepnana (npu HeobxoguMocTH);
TEXHONOIM'IECKHE OTMETKM  ymaxobkH  (npwu
HeoGXoanmMocTH); TEXHHYECKAR OTMETKa
(3aLupTHEN 3HaK drpMme) {cpenctsa
HaeHTndmiawnn, 2D-xog, mpy HeobxoxumocTH),
Bmopusnan ynaxpsra;

TOProBoe HUHMEHOBAHHE npenapaTa;
MEXIYHAPOANOE HEMATEHTOBAHHOE HAHMEHOBLHHE
fpcnapara; nexapcrochuan dopMa; No3Mpooka;
00BeM npenapata B MA; KOJAHYECTBO Qaaxokos;
KonnuecTso jmeHcTaylomero sewectsa B | Ma
Npenapara; «ConepxuT
METHANAparuapokcubenzoar HATpUSs,
NPONHANAPArAPOKCHEEHIOAT HATPHA, Makporona
riRuepHarkapoxcrcteapar (Kpemogop RH 40),

Coorsercrayer

CooTsercroyer

HaTpus Bensoar, matpus AucynsduT, pacreop
)
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CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJIN3A
Product Name : Nimulid, suspension for oral administration | A.R. Number : PF210596
10 mg/mL (60 mL) (Nimesuiide)
MIpenapar : Humyanga, cycnensus ang MpitemMa BHYTPL | Ananus Ne : PF210596
10 mr/ma (GO mn) ( Hindecynnn)
Batch Number + 58320006 Date of Release :122.03-21
M Cepint : 58320006 [ara eoinyexn :22-03-21
Date of M{g, : 03/2021 Batch Size 31600 x 60 mL
ATA OpoNIs. :03/2021 r Komryecrso : 31600 x 60 mn
Date of Exp. : 02/2024 Reference : F5838L.0203-SL Rev.No.09
Tonen 1o 1 02/2024 HopmaTusunii goxymenr | ; Fs83 SL.0203-SL Rev.No.09
R 0| A Dngs L, o |
" Aaptu Jlparc Jiumuren, Mians i .
CTIN 8901168583024 iy NOL 1520 gy "1
[IpmssoanTenL: Manufacturer:
«dTanauea Biorex @ paa JITas, «Pnnacea Blotec Pharma Ltd.»,
Mannyp, Bagn, Jiuct. Coman (X.I1.) ~ 173208, Higits Malpur, Baddf, Distt. Solan (H.P.) - 173205, India

copbutona 70 %, HEKPHCTANNUIOBAHHBIR* ¥y, «**.
Pacrsop copBurona 70 %, HeKpHoTANAHIOBAHNLIY

COOCPHKHT: BOOHBIH pactsop
THAPOTeH H3HPOBAHTIOrD HACTHYHO
THIDONMIOBAHHONO  KpAXM2AA M  poge s

cooTioweHHH 70 : 30»; ycnopus XpaHeHHs,
TPEAYNpEAMTENbHAR  MamnMch  «Xpawuts B
HEAOCTYNHOM aAR  jetell  mecten; «Croco6
NPHMEHEHKA! M NpHEMa DHYTDB»; HanMHCh
«[IEPE]] YNOTPEBIIEHHUEM
B3BAJITBIBATE»;  pesxim AO3WPOBAHMA 1
TabliHue ¢ yKasauMeM KomMuecTsa npenapara Ha
Macey Tena; ycloBua OTYCKa; WTPHX-Kox; HOMep
PCTHCTPAUMOHHONO  YROCTOBEPEHHA; HOMep
MPOH3BOACTBEHHON MHLUEHIHK; HOMED cepuu; nara
NPOM3BOACTDA; cpoic rounocTk («Tomen now);
npenynpenurensHas Hagmuer «MHe NPHMCHATH

npenapat  no  ucreueHnw  cpoka TONHOCTH,
YKA3AHHOrO  Ha - Yynaxosken: HARTHCH;
«l'IPOTIwIBOBOCHAJIHTEJIBHOE»,
«AHAJIbIE3UPYIOIIEE,
«H(APOHOHH)KAIOIIIEE»; HanMenoganHe,
ajpec, TemepOH M INEKTPOMMAN  nowTa
opraHp3anus, NIPHHEMaIoLeH NPETEH3HH
notpeGutench; HaHMCHOBAHKE HPMLI-

TIpOH3BOANTENA, ¢ ampec 1 JOTOTHN (fonoNHeH
dpesoit «innovation in support of lifen); xop
YMBKOBOYHOrO MaTepHana (npu neobxoaumMocTH),

TeXHOJOrHYECKHE  OTMETKH  YnaKoBku (npy
HeoBXONHMOCTH); TeXHHYeckas OTMETKa
(3aWwKTHBIN 3HaK dupmeI) (cpencraa

HIeHTHduKaUnH, 2D-kog, TPH HeobxoanMoceTH).

i Fal
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CERTIFICATE OF ANA LYSIS

CEPTHDHKAT AHAJIM3A
’Troduct Name : Nimulid, suspension for oral administration A.R. Number : PF210596
10 mg/mL (60 mL) (Nimesulide)
Mpenapar : Hamyann, cycnenaus ANA MpueMa BHYTPL | Anamia Mo 1 PF210596
10 mrimn (60 Mn) (Humecynun)
Batch Number : 58320006 Date of Release 1 22-03-21 '
M Cepun 1 58320006 Aata srinyera 122-03-2]
Date of Mfg, :03/2021 Batch Size 31600 x 60 mL ‘]
Jara nponas, :03/202]1 r Konuvecrno :31600 x 60 mn
Date of Exp, :02/2024 Reference  F583S1.0203-SL Rev.No.09 |
Togen xo 1 02/2024 r Hopmatusnsntii nokyment | : I'583SL0203-SL Rev.No.09
Manufacture ofAPI Aarti Drugs Limited, India No. ngNr?lh}:[zgoz;s?ofozgé ;(l]ncndmcnl
L B Aspri Jpare Tivuren, Hrgua Mg : TTNOI 1525/01-100620, way, Ne 1 [T
GTIN 18901168583024 N1 1525401100620
Mpmsooanteas; Manufacturer:
wllanaucs Buorer Wapma Jva,, «Panacen Blotes Pharma Lid.s,

Mannyp, Bappir, Mucr, Conan (X.IL) - 173203, Hrgus

Remarks: In the opinion of undersigned the sample complics with NTD Ne 1z Not 1525/01

3axmoncane:

Malpur, Baddi, Distt, Solan H.P.) - 173205, India

gosuoukaot 88T
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