Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIU3A

Page 1 of4/ Crp. 1 u3 4

Product Nise tablets 100 mg

IIpoaykr Haiiz®, tabnetku 100 mr

Batch No / 1 V2402298 Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepuu 5000000 Tabnerok
Analytical Report No / : 890001772560 Date of Analysis / : 14.11.2024
AHaauTuuyeckHii oTyeT Ne JlaTa aHaau3za

Date of Manufacture / : 10/2024 Date of Expiry / : 09/2027

JlaTa npoH3BOACTBA Togen g0 (BK.I)

Analysis performed according to ND / Ananus nposeaen no HJI: 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, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot

28.09.2022)
Ne | ~ Test / Mokazatean Result / PesysinTaTsi Specification / Hopma B
1 | Description/ Onucanue Complies / CooTBeTcTBYET Yellowish white round biconvex tablets with

Identification /
INoaiMHHOCTDH

Complies / CooTBeTCTBYET

| The retention time of principal peak in the

smooth surface. / DBenele ¢ KenToBaTeIM
OTTEHKOM KPYTJIbIC ABOSKOBBIMYKJIbIE TabIeTKu
C TJIAJIKO# MOBEPXHOCTHIO.

chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpemst yaepx1BaHHUs OCHOBHOIO
NMUKa Ha  XpOMAaTOrpamme  HCHBITYeMOTO
pacTBOpa [OMKHO COOTBETCTBOBATE BPEMEHH
yaepKHBaHHUA OCHOBHOTO nuKa Ha
XpoMaTorpaMMe  pacTBopa  CTaHAAPTHOTO
| obpasia HUMeCYI1Ia (paznen
«KonuuectBenHoe OnMpeaeneHue»)

Average weight and mass
unifurmity / Cpeaunt muceu
H OJHOPOJXHOCTH MAaCChl

Dissolution / Pacreopenue

310.3 mg /310.3 mr

Complies / CooteercTBYeT

1797 %, 97%, 99%, 98%, 98%, 98%,

310 mg +5.0% /310 Mr+ 5,0 %

18/20 tablets — NMT £ 5 %/
18/20 Tabnerok — ne 6onee £ 5 %

2/20 tablets — NMT + 10 %/
2/20 tabnerok — ue 6onee + 10 %

| Not less than 75 % (Q) of labeled amount of N
C3H2N-OsS nimesulide is dissolved in 45
| minutes / He menee 75 % (Q) ot

| HomuHanbHoro conepkanns Ci3Hi2N2OsS

Remarks : The Product conforms to ND /
IIpumeuanmne: [TponykT coorBercTBYeT TpedoBanusm H]I

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by /
IMogrotosneno: Santosh

Kumar Maurya ﬁ

Checked by /
ITpoBepeHo: Pawan Kumar

pal

Approved by: Manager / Executive /
Onobpeno: MeHenxep / PykoBogureis

Amit Kumar J\‘_’ (;/

Reprint Date /
Jara: 14.11.2024

Reprint Date /
Jlata: 14.11.2024

Reprint Date /
Jara: 14.11.2024

ax: +91 40

2469, Emal

ad Mo 2, Banjara Hills, Hyderabad - 500034, Telangana, Indis

Anil@elrredeys.cgim

o



Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

Page2 of 4/ Crp.2 u3 4

Product Nise tablets 100 mg

IIpoaykr Haii3®, tabnerku 100 mr

Batch No / 1 V2402298 Batch Quantity / : 5000000 tablets /
Cepus Ne Ob6nem cepun 5000000 rabnerox
Analytical Report No / : 890001772560 Date of Analysis / : 14.11.2024
AnannTnyeckuii oruer Ne JlaTa anannsa

Date of Manufacture / : 10/2024 Date of Expiry / : 09/2027

JlaTa npon3BoacTBa T'ogen no (BKJ)

28.09.2022)

Analysis performed according to ND / Ananus nposeaen no HJI: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. 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 / w3m. Ne 3 ot

Ne Test / Iloka3zaTenan

~ Result/ PesyapTaThl

| Specification/Hopma
| (HuMecynun) uepes 45 MHH.

5 Water / Boaa

3.6%

Not more than 6.0 % w/w / He 6onee @%

Impurity A / Tlpumecs A
|

Impurity B / [Ipumecs B

Impurity C / Ilpumecs C
Impurity D / Ilpumecs D

Impurity E / TTpumecs E
Impurity F / ITpumecs F

Any unknown individual
impurity / Eqnnuunas
HeuaeHTHhHLUpyemast
npuMech

Total impurities / Cymma

6 | Related substances / PogcTBennble npumecu

Below LOD (LOD = 0.0019 %) /
Huxe npenena o6Hapyxeuns ([10 =
0.0019 %)

0.03%

Not detected / He oOHapyxeHa

||Below LOD (LOD = 0.0049 %) /
Hwxe npepena o6Hapyxenuns (I1O =
0.0049 %)

Mol detected / ne ulHapymena

Not detected / He oBGHapyskeHa

0.02%

0.06%

NMT 0.20 % / He Gonee 0,20 % |

NMT 0.20 % / He 6omee 0,20 %

|
| NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6oiee 0,20 %

NMT 0.20 % / He 6oaee 0,20 %
NMT 0.20 % / He 60onee 0,20 %
NMT 0.20 % / He 60see 0,20 %

NMT 1.5 % / He 6onee 1,5 %

Remarks : The Product conforms to ND /

Conclusion : APPROVED /

IIpumevanue: IIpoaykT cooTBeTcTBYET TpeboBaHUAM H]|

3akmwouenne: OJJOBPEHO

Jata: 14.11.2024

Jata: 14.11.2024

Prepared by / Checked by / Approved by: Manager / Executive /
IloaroroineHo: Santos__!i [Ipoeepeno: Pawan Kumar Onobpeno: Menemxkep / PykoBoauTenb
X . & e
Kumar Maurya {2 S) Amit Kumar f\_\/ A -
N
Reprint Date / Reprint Date / { Reprint Date /

JaTa: 14.11.2024
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Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTHU®UKAT AHAJIM3A
Page3of4/ Crp.3u3 4

Product Nise tablets 100 mg
IMpoaykr Haiiz®, Tabnerku 100 mr
Batch No / 1 V2402298 Batch Quantity / : 5000000 tablets /
Cepusn Ne Oo0bem cepuu 5000000 Tabnerok
Analytical Report No / : 890001772560 Date of Analysis / : 14.11.2024
AHaJIuTHYECKHI oTUeT Ne JlaTa ananu3a
Date of Manufacture / : 10/2024 Date of Expiry / : 09/2027
JaTa npou3BoacTBa I'opeu po (BKJI)

28.09.2022)

Analysis performed according to ND / Anaan3 nposegen no HJI: I[1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / n3zm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uzm. Ne 3 ot

No Test / IlokazaTenn
npumecei

Result / PesynnTats

7 “Uniformity of dosage units /
OaHOPOAHOCTH A03UPOBAHUSA

1.9

_____ Specification/ Hopma

Acceptance value (AV) should be not more
than 15.0 / Tlokazarens npuemaemoctH (AV)
nosnked ObITh He Oonee 15,0

8 | Microbial limits* / Mukpo0uoaornueckas 4ucrora*

Not more than 1000 CFU/g /

a) Total aerobic microbial NA
| count / Obwiee yucno He 6onee 1000 KOE/r

a3poOHBIX MMKPOOPTaHU3MOB

b) Total combined yeasts and - NA "Not more than 100 CFU/g/

mould count / O6mee yncno He 6onee 100 KOE/r

IPOMOKEBBIX M [UIECHEBBIX

rpuboB

¢) E. coli "~ NA 'Shall be absent in 1g/ a

9 | Assay / KonnuecTBeHHOe
onpeaenacHue

99.2 mg/99.2 mr

JlomKHBl OTCYTCTBOBATh B 1 T

Not less than 90.0 mg and not more than
110.0 mg C,,H;2M:0Qs58 Nimesulide in tahlet /
Or 90,0mr mo 110,0mr C;3H;pN2OsS
(HuMecynun) B TabneTke

10 |Package/ YnakoBka

10 tablets in PVC/aluminum blister. 3
blisters and patient information leaflet
in a carton. / [lo 10 Tabnerox B
IIBX/anroMuHueroM Smucrepe. ITo 3
GnucTepa BMeCTe ¢ HHCTPYKLUHWEH MO
NPUMEHEHHIO B NMAUKy KAPTOHHYIO.

10 tablets in PVC/aluminum blister. 1, 2,3 or 10|
blisters and patient information leaflet in a
carton. / Ilo 10 Tabnerok B IIBX /
amoMunueBom onwucrepe. Ilo 1, 2, 3 unu 10
OAMCTEPOB  BMeCTe C  HMHCTpyKUMeit 1o
MPUMEHEHHIO B Ma4Ky KapTOHHYIO.

Remarks : The Product conforms to ND /
IIpumeuanne: [1ponykt cooreTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
Zaxkarouenne: OJOBPEHO

Prepared by /
TTonrorosneno: Santosh

Checked by /
ITposepeHo: Pawan Kumar

Approved by: Manager / Executive /
Onobpeno: Menemxep / PykoBoaurens

Kumar Maurya /7 Amit Kumar P L;,,
D § P
Reprint Date / Reprint Date / / Reprint Date / )
Jata: 14.11.2024 Jara: 14.11.2024 Jata: 14.11.2024
- 800024, Telangans, india

ail: mail@drredeiys,com



Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHU®UKAT AHAJIU3A
Page 4 of 4/ Crp. 4 uz 4

Product ¢ Nise tablets 100 mg
IIpoaykr :  Haiiz®, tabnerku 100 mr
Batch No / 1 V2402298 Batch Quantity / : 5000000 tablets /
Cepust Ne Obbem cepun 5000000 Tabnerok
Analytical Report No / : 890001772560 Date of Analysis / : 14.11.2024
AHaJuTHYecKHii oTueT No JlaTa ananu3a
Date of Manufacture / : 10/2024 Date of Expiry / : 09/2027
JaTa nponsBoacTBa TI'open no (BKJT)
Analysis performed according to ND / Auaaus nposegen no HJI: TT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. No 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uzm. Ne 3 ot
28.09.2022)

Nk Test / ITokasareb ]' Result / PesynbTaThi ____ Specification / Hopma
11 | Labeling / MapkupoBka | Complies as prescribed / According to ND /
CootBeTtcTBYyeT TpeOOBaHUAM B cootBercreum ¢ HJL
12 | Storage conditions / Store protected from light below 25°C / B 3aLUMIIEHHOM OT CBETAa MecTe npn'
XpaHeHue TeMmneparype He Boitie 25°C
13 | Shelf life / Cpok roagsocTn 3 years /3 rona

*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.
* AHnanmz no mnokxazatento «MHKpOOHOOTHUECKass YMUCTOTA» MPOBOAUTCA MPOM3BOAMUTENEM TMPH BBIYCKE MEPUOAHUYECKH

(c uHTepBanoM oaHO McreITaHue Ha 20 cepuit unu He MeHee 1 pasa B ron). [Tokasarens MoxeT 6bITh He BkmodeH B CepTudukar

ananusa upmsl,

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

API manufacturer batch number / NMS/14090582, NMS/14090587

Homep cepun npousBoautenss ADC: _

FP Manufacturer API Batch number / . FERA00551, FERA00552

Homep cepun eyheranuun npomnapnrena TJId:

API Manufactured by & country / Aarti Drugs Ltd., India /

IlIponsBogutens ADC, crpana: Aaptul Ipars JIta., Muaus

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: IIponykT coorBeTcTBYeT TpeOoBanusm HJJ 3aknwuenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
ITonrorosneno: Santosh ITposepeno: Pawan Kumar OnobpeHo: Menemxkep / PykoBogutens
Kumar Maurya ( X /g’z" Amit Kumar /XJ\ L//
Reprint Date / Reprint Date / ’ Reprint Date / )

Jara: 14.11.2024 Hata: 14.11.2024 JHara: 14.11.2024

T



