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CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIM3A
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Product : Nise tablets 100 mg
TMpoaykt : Haiiz®, tadnerxu 100 mr
Batch No / 1 V2201464 |Batch Quantity / : 25,00,000 tablets /
Cepus Ne Oobem cepun 25,00,000 Tabnerok
Analytical Report No / : 890001604538 Date of Analysis / : 30.07.2022
AHAJUTHYECKHIT oTueT N2 JlaTa aHasin3a
Date of Manufacture / + JUL.2022 Date of Expiry / : JUN.2025
Jarta npon3soacTsa Toaen go (Bxu1)
Analysis performed according to ND / Auanns nposepen no HJL: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
3m. Ne 1 ot 08.06.2020, amend No 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

No Test / IlokazaTennb Result / Pe3yabTaThl Specification / Hopma |
1 |Description / Onucanne Complies / CooTBeTCTBYET Yellowish white round biconvex tablets with

smooth surface. / bBensle ¢ KenToBaTbM
OTTEHKOM KpYIJible IBOAKOBBINYKIIbIE TAONETKH
C rN1alKkoi MOBEPXHOCTHIO. |

2 |Identification / Complies / CooTBeTCTBYET The retention time of principal peak in the |
HoaanHHOCTH chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / BpeMs yIep)xuBaHHS OCHOBHOT'O
NMKa Ha  XpOMAaToTpaMMe  HCHBITYEMOTO |
pacTBOpa [OJDKHO COOTBETCTEOBATH BPEMEHW

yIep>KHUBAHHS OCHOBHOTO nuKa Ha
| xpomarorpamme  pacTBopa  CTaHAAPTHOrO
obpazua HUMeCYIUaa (paznen

«Konu4yecTBEHHOE OMpeAeIeHHEN)

3 | Average weight and mass 309.2 mg / 309.2 Mr 310mg+5.0%/310mMr=5,0%

::I::;(:;)m:)tyﬂ/off:llmﬂaﬂ;::acca Complies / CooTBeTCTBYET 18/20 tablets —NMT = 5 %/
pod 18/20 Tabnerok — He Gonee = 5 %

2/20 tablets — NMT + 10 %/
2/20 tabnerox — He 6onee £ 10 %

4 | Dissolution / PacTeopenne 97%, 98 %, 98%, 96%, 97%, 97% | Not less than 75 % (Q) of labeled amount of
C13H2N>OsS Nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HoMuHanbHoro copepxanust Ci3HpN2OsS
(uumecynun) yepes 45 MUH.

5 =|Water / Boaa 34 % Not more than 6.0 % w/w / He 6onee 6,0 %
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanue: [Ipoaykr cooTBeTcTBYET TpeboBanuam HJL 3axmouenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IoarotorneHo: Pardeep [Mposepeno: Himesh Kumar Ono6peno: Menemxep / PykosounTens
Kumar <:f/ C;J,”é Pavan Kumar Sharma %ﬁ._
Print Date / Print Date / Print Date /

Jata: 30.07.2022 JHara: : 30.07.2022 Hata : 30.07.2022
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Product : Nise tablets 100 mg

[ poayxr :  Haiiz®, tabnerxku 100 Mr

Batch No / 1 V2201464 Batch Quantity / : 25,00,000 tablets /
Cepus Ne Oobem cepun 25,00,000 Tabnerok
Analytical Report No / : 890001604538 Date of Analysis / : 30.07.2022
AHanauTHuecknii oTuer Ne JlaTa aHaJaH3a

Date of Manufacture / - JUL.2022 Date of Expiry / : JUN.2025

JlaTa npoi3BoACTBA 'Toaen ao (BK.)

Analysis performed according to ND / Anasius nposexen no HJI: 11 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
\EM. Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / usm. Ne 2 ot 10.08.2020)

Ne | Test / Mokasatens | Result / Pesyabtatst | - Spegﬁca(iovﬂqp_ma
6 | Related substances / PoacrseHHbIe npuMecH ) -
T | 0 0,
Impurity A / Tlpumece A Less than LOQ (LOQ: 0.0057%) NMT 0.20 % / He Gonee 0,20 %
Impurity B / lpumecs B 0.02% NMT 0.20 % / He 6onee 0,20 %
Impurity C / Tlpumecs C Not Detected NMT 0.20 % / He 6oxee 0,20 %
Impurity D / TIpumecs D Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity E / Tpumecs E Below Limit of Detection (LOD: 0062%) | NMT 0.20 % / He 6onee 0,20 %
Impurity F / Tlpumecs F Below Limit of Detection (LOD: 0045%) | NMT 0.20 % / He Gosee 0,20 %
Any unknown individual 0.02% NMT 0.20 % / He 6onee 0,20 %
impurity / Enuununas
HeuaeHTHULUpyeMas
! | mpumecs
| Total impurities / Cymma 0.06 % NMT 1.5 % / He Gonee 1,5 %
npumecet |
7 | Uniformity of dosage units / 2.0 Acceptance value (AV) should be not more
OaHOpPOAHOCTh A03UPOBAHHS than 15.0 / [Toka3zaTens npuemiaeMocTH (AV)
noykeH 6bITh He Bonee 15,0
8 | Microbial limits / MuxpoGuoiorndecKas 4HcToTa t
a) Total aerobic microbial 10 CFU/g/ Not more than 1000 CFU/g/
count / Ob1ee 4McaIo 10 KOE/r He 6onee 1000 KOE/r
a3poBHBIX MHKPOOPTaHH3MOB

Remarks : The Product conforms to ND / Conclusion : APPROVED /

Ipumeuanue: [Ipoaykt cooteercTByeT Tpedosanusm HII Zaxmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[MoarorosneHo: Pardeep [Tposepero: Himesh Kumar Opobpero: Menemxep / Pykgroautesib
Kumar <—>f/—; & ;_)_\,——/—’) Pavan Kumar Sharma _ W
Print Date / Print Date / Print Date /

Hara: 30.07.2022 Hara: : 30.07.2022 Ilata : 30.07.2022

Registared Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Product : Nise tablets 100 mg

Mpoaysr  : Haiz®, rabnerki 100 mr

Batch No / 1 V2201464 Batch Quantity / + 25,00,000 tablets /
Cepun Ne ' O0bem cepnu 25,00,000 TadneTok
Analytical Report No / : 890001604538 Date of Analysis / : 30.07.2022
AnamuTudeckuil oTuer Ne JlaTa aHaausa

Date of Manufacture / + JUL.2022 Date of Expiry / : JUN.2025

JlaTa npon3BoACTBA Toaen o (BKJI)

Analysis performed according to ND / Auanus nposeaen no HJL: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
nam. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

Ne Test / Iloka3zaTean Result / PesyasTaThl - Sgecﬁation/ Hopma |
b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g /
mould count / Obuiee uncno Menee 10 KOE/r He 6onee 100 KOE/r
JAPONOKEBBIX M TNECHEBBIX
rpuboB
¢) E. coli ] Absent / Shall be absent in 1g/ -

OTtcyTCcTBYET JlomKHBI OTCYTCTBOBATL B 1 T

9 | Assay/ KonuuecTBeHnHoe 98.7 mg/ 98.7 mr Not less than 90.0 mg and not more than

onpeaeleHHe 110.0 mg Ci3H2N20OsS Nimesulide in tablet /

OTr 90,0 Mr pale) 110,0 M C|3H|3N105S
(numecynun) B TabneTke

10 |Package/ YnakoBka 10 tablets in PVC/aluminum blister. 3 | 10 tablets in PVC/aluminum blister. 1, 2,3 or 10
blisters and patient information leaflet | blisters and patient information leaflet in a
in a carton. / Mo 10 Tabnerok B carton. / Mo 10 Tabnerox B TIBX /
[IBX/amoMunues oM 6auctepe. [1o 3 | amomunuesom 6auctepe. Tlo 1, 2, 3 uwmu 10
6aMcTepa BMECTe ¢ MHCTpyKuUMeli 10 | GIMCTEpOB  BMeCTe € MHCTpyKLMe# 1o

NPHUMEHEHHIO B Na4Ky KAPTOHHYIO. | MPHMEHEHHIO B NAYKy KapTOHHYIO.
11 |Labeling / MapkupoBka Complies as prescribed / | According to ND /
CooTBeTcTBYET TpeOOBAHHAM B cooteercTBun ¢ HJI
12 | Storage conditions / Store protected from light below 25°C / B sawuiieHHoM OT CBETa MecCTe MpH
XpaHeHue TeMriepatrype He Boie 25°C

13 | Shelf life / Cpox rognoctu |3 years/ 3 rona

Remarks : The Product conforms to ND / Conclusion : APPROVED /

Ipumeuanue: IIpoaykt cooTBeTcTBYET TpeboBanusam HJ{ 3akmogenne: ONOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /

IMoarorosneHo: Pardeep IMposepeno: Himesh Kumar Ono6peno: Menemxep / Pykosopurens

Kumar \_—’/_4,’_/“) Pavan Kumar Sharma (_,_,I::ﬁ AT
N : o o

Print Date / Print Date / Print Date /

Iara: 30.07.2022 Jara: : 30.07.2022 Jlara : 30.07.2022
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