Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJHM3A

Pagelof 5/ Crp.1u35

Product : Nise tablets 100 mg

Ilpoaykr : Hais®, Tabaerku 100 Mr

Batch No / 1 V2400333 Batch Quantity / : 5000000 tablets /
Cepns Ne O0bem cepuu 5000000 TabneTok
Analytical Report No / : 040002454184 Date of Analysis / : 22.03.2024
AHaJUTHYECKH I 0TueT No Jlara aHanusa

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027

JlaTa npou3BoACTBA Iogen no (BK)

Analysis performed according to ND / Ananus nposeaen mo HJ: TIN012824/03-140119 {amend Ne 1 from 08.06.2020 /
M. Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / m3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / nam. Ne 3 or
28.09.2022)

No Test / [lokazaTenn Result / Pe3yabTaThl Specification / Hopma

1 | Description / Onucanune Complies / CooTBeTCTBYET Yellowish white round biconvex tablets with
smooth surface. / benble c KenTOBAaTHIM
OTTEHKOM KpYTJIble JBOSIKOBLINYKJIble TabIeTku
C [1aJKO0# MOBEPXHOCTHIO.

2 |Identification / Complies / CooTBeTcTBYET The retention time of principal peak in the
HognuHHOCTL chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems ynep:KMBaHHs OCHOBHOTO
MMKa Ha  XpPOMAarorpaMMe  HCIBITYEMOTro
pacTBOpa JO/DKHO COOTBETCTBOBATH BpPEMEHH

YACPIKHUBAHHA OCHOBHOTI'O MUKa Ha
XpoMaTrorpamme pacTBOpa CTaHOapTHOro
obpaszua HUMecCYJIHIa (pazpen
«KonuuecTBeHHOE ONpeleNieHUe)
3 | Average weight and mass 310.7 mg/310.7 mr 310mg £ 5.0 % /310 mr £ 5,0 % |
‘;‘L‘f‘;‘; iy H/Off:“M“a“c’;::a“” Complies / Cootsercryer | 18/20 tablets —NMT % 5 % /
AHOPOA 18/20 Tabnerox — He Gonee + 5 %
2/20 tablets — NMT + 10 %/
20 Tafnerar —wue fonee |10 %
4 Dissolution / PacTBopenue 101 %, 97 %, 97 %, 97 %, 101 %, |Not less than 75 % (Q) of labeled amount of
98 %, C13H1-N>OsS nimesulide is dissolved in 45
Remarks : The Product conforms to ND / Conclusion : APPROVED /
HMpumeuanne: [Tpoaykt coorBeTcTBYET TpeboBanuam H/L 3akmwyenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IoarorosneHo: Pravesh IIpoBepero: Rama Kan‘lr Onobpeno: Menemkep / PykoBogurtens
Rana /E M Qﬂ\/ Manoj Kumar @gﬁi
Reprint Date / Reprint Date / o Reprint Date /
Jara: 22.03.2024 Hara: 22.03.2024 Jara: 22.03.2024




CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A
Page 2 of 5/ Crp. 2 u3s 5

Product : Nise tablets 100 mg
Mpoaykr  : Haiiz®, Tabnetku 100 mMr
Batch No / 1 V2400333 Batch Quantity / : 5000000 tablets /
Cepusa Ne O0nem cepuu 5000000 Tabnerok
Analytical Report No / : 040002454184 Date of Analysis / 1 22.03.2024
Anajaurnyeckuii oryet Ne JlaTa ananunsa
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027
Jlata npouM3BOACTBA Togen po (BKJI)
Analysis performed according to ND / Anann3s nposeaen mo HJI: TIN012824/03-140119 (amend Ne 1 from 08.06.2020 /
wsm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uzm. Ne 3 ot
28.09.2022)

Ne | Test / IlokazaTenn Result / PesyabTaThl Specification / Hopma
minutes / He menee 75 % (Q) ot
HoMuHanbHoro coaepxkanus Cij3H2N-OsS
(HumMecynmup) yepes 45 MHH.

5 |Water/ Boaa 3.0% | Not more than 6.0 % w/w / He 6onee 6,0 %

6 |Related substances / PogcTBeHHble IpHMeECH

Impurity A / Tlpumecs A Below LOD (LOD = 0.0019%)/ |NMT 0.20 % / He 6onee 0,20 %
Hwxe npenena obnapyxenus (I10 =
0.0019 %)
Impurity B / IIpumecs B 0.01% NMT 0.20 % / He 6osee 0,20 %
Impurity C / Tlpumecs C Below LOQ (LOQ = 0.0075 %)/ |NMT 0.20 % / He Gonee 0,20 %

Huxe npesena KOTUYECTBEHHOTO
onpeneneuus (TIKO = 0.0075 %)

Impurity D / l[lpumecs D Not detected / He oGHapy»xeHa NMT 0.20 % / He 6onee 0,20 %
Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanue: [1ponykT coorseTcTByeT TpeboBanusM HJQ Saxmouenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IMogrorosneno:Pravesh IIposepeno: Rama Kan Onobpeno: Menemxep / PykoBojHTeb
Rana { / Manoj Kumar {@Ml-
Reprint Date / Reprint Date / Reprint Date /

Jara: 22.03.2024 Hara: 22.03.2024 Hata: 22.03.2024
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A
Page3 of S/ Crp.3mn35

Product Nise tablets 100 mg
IIpoaykr Haiiz®, rabaetku 100 mr
Batch No / 1 V2400333 Batch Quantity / : 5000000 tablets /
Cepusn Ne O6bem cepuu 5000000 Tabnerok
Analytical Report No / : 040002454184 Date of Analysis / : 22.03.2024
AHAAUTHYECKHH oTUeT Ne JlaTa aHaJn3a
Date of Manufacture / 1 02/2024 Date of Expiry / : 01/2027
JaTa npou3BoAcTBa Togen go (Bx.1)

28.09.2022)

Analysis performed according to ND / Ananns npopenen mo H/I: T1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
nsm. Ne 1 ot 08.06.2020, amend No 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / usm. Ne 3 ot

N | Test / IToka3zaTennb

Result / Pezya LTATBL

Specification / Hopma

Impurity E / Ilpumecs E

Impurity F / Ilpumecs F

Not detected / He oOHapykeHa

Below LOD (LOD = 0.0045%) /

Huxe npenena obuapyxenus (ITO =

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 60nee 0,20 %

OIIHOpOllHOCTb AO3HpOBaAHUSA

)
Any unknown individual 0.0045 %) NMT 0.20 % / He 6onee 0,20 %
impurity / EquHHuHas
HeuIeHTHOULMpyeMas 0.03%
npuMech
Total impurities / Cymma 0.07% NMT 1.5 % / He 6onee 1,5 %
npUMecer
7 | Uniformity of dosage units / 2.6 Acceptance value (AV) should be not more

than 15.0 / ITokazaTens npuemiaeMocTH (AV)
IOJDKEH ObITh He 6onee 15,0

8 |Microbial limits* / Mukpo6uoJoraueckas 4dcrora*

a) Total aerobic microbial
count / O6ee yucno
a3pOo6HBIX MUKPOOPTaHU3MOB

NA

Not more than 1000 CFU/g /
He Gonee 1000 KOE/r

Remarks : The Product conforms to ND /
ITpumeuanue: ITpoxykT coorsercTByeT TpebGoBanuam HJI

Conclusion : APPROVED /
Zaxnwuenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
Ioarorosneno:Pravesh [Tpoeepeno: Rama Kan Onobpeno: Menemxep / PykoBogHTenb
Rana ji / Manoj Kumar @J
Reprint Date / Reprint Date / i Reprint Date /

Jara: 22.03.2024 Hara: 22.03.2024 Hata: 22.03.2024
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Paged4 of 5/ Crp.4u3 5

Product Nise tablets 100 mg
HpoaykTr Haii3®, Tabaerxu 100 mr
Batch No / : V2400333 Batch Quantity / : 5000000 tablets /
Cepus Ne Obbem cepuu 5000000 Tabnerok
Analytical Report No / : 040002454184 Date of Analysis / : 22.03.2024
AHaanTuyeckuid oTueT Ne JlaTa anaausa
Date of Manufacture / 1 02/2024 Date of Expiry / : 01/2027
JlaTa npou3BOACTBA I'ogeHn no (BKJ)
Analysis performed according to ND / Ananus nposegen no HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uzm. Ne 3 ot
28.09.2022)

Ne Test / okasaTen I Result / Pe3yabTaThl Specification / Hopma
b) Total combined yeasts and NA Not more than 100 CFU/g /
mould count / O6wee yucio He Gonee 100 KOE/r
IPOMOKEBBIX U TJIECHEBBIX
rpubos
¢) E. coli - NA Shall be absent in 1g/
| JIOJKHBI OTCYTCTBOBaTb B 1 T
9 | Assay/ KonnuecTBeHHOe 99.4 mg/99.4 mr Not less than 90.0 mg and not more than

110.0 mg C;3H;2N-OsS Nimesulide in tablet /
Or 90,0mMr mo 110,0mMr Ci3H;2N2OsS
(HuMecynun) B TabneTke

10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and patient information leaflet in a
carton. / Ilo 10 rabnetok B I[IBX /
amoMuHuesoM Gnucrepe. o 1, 2, 3 wnu 10
6NMCTEPOB  BMECTE C  MHCTpYKLMEH Mo
MPUMEHEHUIO B Ma4Ky KapTOHHYIO.

onpejeieHne

10 tablets in PVC/aluminum blister. 3
blisters and patient information leaflet
in a carton. / ITo 10 Tabnerox B
IIBX/amomMunueBroM Gnucrepe. Ilo 3
fnrcrepa BMeCTe ¢ MHCTPYKLIMEH Mo
MPUMEHEHHIO B NAYKY KapTOHHYIO.

10 |Package/ YnakoBka

According to ND /
B cooteercTBuu ¢ HJJ

11 |Labeling / Mapkuposka Complies as prescribed /

CooTBeTcTBYET TpeOOBaHHAM

Store protected from light below 25°C / B 3alIMIIEHHOM OT CBETa MECTe MpH
Temneparype He Bbiuie 25°C

12 |Storage conditions /
XpaHeHne

13 | Shelf life / Cpox roosocTtu

3 years/ 3 rozga

Remarks : The Product conforms to ND /
ITpumeuanue: [TpoaykT cooTBeTCTBYET Tpebosanuam HJI

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IToxarororneHo:Pravesh IIpoBepeno: Rama Kant Onobpeno: Menemxep / Pykosoaurens
Rana l W Manoj Kumar ,

Reprint Date / Reprint Date / Reprint Date /

Jara: 22.03.2024 Jlarta: 22.03.2024 JHara: 22.03.2024
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJM3A

PageSof 5/Crp.5u3 S

Product : Nise tablets 100 mg
Ilpoaykr  : Haiis®, Tabnerku 100 mMr

Batch No / : V2400333 Batch Quantity / : 5000000 tablets /
Cepun \e O6nem cepun 5000000 rabaerok
Analytical Report No / : 040002454184 Date of Analysis / 1 22.03.2024
AHaanTuyeckuii oTuer Ne Jara ananusa

Date of Manufacture / 1 02/2024 Date of Expiry / : 0172027

JMara npoussojcrsa I'ogen po (BKuT)

Analysis performed according to ND / Auaaus nposeaen no HJI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
musM. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 oT 10.08.2020, amend Ne 3 from 28.09.2022 / uam. Ne 3 ot

28.09.2022)

*The manufacturer performs the “Microbiological Limits” test at release periodically (one test for 20 batches or at least once per

year). The test can be absent in the Certificate of Analysis.
* AHanMz o nokaszareno «MUKpOGHONOrMYeckas YHCTOTA» NPOBOAMTCSL MPOU3BOAMTEEM IIPH BBINYCKE [EPHOAUUECKH
(c unTepBagoM oxHO HcnbiTanke Ha 20 cepuii UK He MeHee | paza B rox). [lokasarens moxer ObITh He BKIIOUeH B CepTHdUKAT

aHanuza GUpPMBI.

API name (INN) / A®C (MHH): Nimesulide / Humecyann

API manufacturer batch number / NMS-1A-233025, NMS-1A-233026

Homep cepun npoussoaurens ADC:

FP Manufacturer API Batch number / FERA00060, FERA00061

Homep cepun cyberanuun nponssogures [JID:

API Manufactured by & country / Mangalam Drugs and Organics Ltd, India /
IMpoussogurens A®C, crpana: Mauranam Hpars aun Opranukc JItn, Unous
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanne: TTpoaykr cootBercTByeT Tpebosanusam HJJ 3aknwuenue: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[Noarorosneno:Pravesh IIposepeno: Rama Kant Onobpeno: Mernemxep / Pykosonurens
Rana "1 w !}& Manoj Kumar ;

Reprint Date / Reprint Date / Reprint Date /

JHara: 22.03.2024 Hata: 22.03.2024 Hata: 22.03.2024




