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CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJIM3A

Page 1 of S/ Crp. 1 u3 5

Product Nise tablets 100 mg

IIpoaykT Haiiz®, tabnerku 100 mr

Batch No / : V2400783 Batch Quantity / : 5,000,000 tablets /
Cepus Ne O6bem cepun 5,000,000 Tabaerox
Analytical Report No / : 040002529128 Date of Analysis / : 18.05.2024
AHauTHUYecKH I oTyeT Ne JlaTa aHanu3a

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027

Jara npou3BoACTBA I'ogen g0 (BxuT)

28.09.2022)

Analysis performed according to ND / Anaaus nposeaen mo H/I: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3m. 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

~Ne Test / TlokazaTean
1 | Description/ Onncanue

Complies / CooTtBercTByeT

Result / Pesyastarsl

Specification / Hopma
Yellowish white round biconvex tablets with
smooth surface. / Besbie ¢ )KeNTOBATLIM OTTEHKOM
KpYTJible JBOSIKOBBINYKIble TabNeTKH C rnamKoit
NOBEPXHOCTHIO.

2 Identification /
HoaaHHHOCTDL

Complies / CooTBeTCTBYET

The retention time of principal peak in the
chromatogram of test solution should correspond
to retention time of principal peak in Nimesulide
standard solution chromatogram under Assay /
BpeMsi ylepkuBaHHs OCHOBHOTO ITHKa Ha
XpOMaTOrpamMMe MCIIBITYEMOro pacTBopa J0JHKHO
COOTBETCTBOBATH BpPEMEHH yIAEPKUBAHUSA
OCHOBHOTO IMKa H4 XpOMaTorpamMe pacTBopa
CTaHmapTHoro ofpasua HuMecynupa (paszen
«KoMMueCTBEHHOE OTIpeaesieHHEe»)

3 | Average weight and mass

OAHOPOAHOCTE MACChI

uniformity / Cpeauss macca n

308.8 mg /308.8 mr

Complies / CooTBercTBYyET

310 mg£5.0 % /310 mr £ 5,0 %

18/20 tablets —-NMT + 5 % /
18/20 TtabneTok — He bonee = 5 %

2/20 tablets —NMT + 10 % /
2/20 tabnerok — He bonee = 10 %

4 | Dissolution/ PacTeopenue

98%, 99 %, 99 %, 99 %, 96 %,
98 %,

Not less than 75 % (Q) of labeled amount of
C13HaN->OsS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) OT HOMHUHAJILHOTO
copepxauust Ci3H12N-OsS (Humecynmn) yepes
45 MuH.

Remarks : The Product conforms to ND /

IIpumeuanue: [Iponykt coorBeTcTBYeT TpeboBanusm H

Conclusion : APPROVED /
3axmwouenne: OJIOBPEHO

Prepared by / Checked by /

TToarorosneno: Ramakant

IIposepeno: Pardeep Kumar

i

Approved by: Manager / Executive /
Opnobpeno: Menemxep / PyRosoaurens
Pavan Kumar Sharma _/1@\/*? o

=
=

Reprint Date /
Iara: 18.05.2024

Reprint Date /
Jlara: 18.05.2024

Reprint Date /
Jara: 18.05.2024
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Page2of 5/ Crp. 2u3 5

JdaTa npon3BoACTBA

Product Nise tablets 100 mg

IMpoaykr Haii3®, tabaerku 100 mr

Batch No / 1 V2400783 Batch Quantity / : 5,000,000 tablets /
Cepunt Ne O6bem cepun 5,000,000 tabnerox
Analytical Report No / : 040002529128 Date of Analysis / : 18.05.2024
AqanTHYeCcKHil oTyeT No Jara aHanusza

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027

TI'ogen go (BKIT)

Analysis performed according to ND / Ananus nposesen no HJI: 1 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 or 10.08.2020, amend Ne 3 from 28.09.2022 / uzm. Ne 3 ot

28.09.2022)
N | Test / MokazaTeas Result / PesyapTarsl | ____ Specification/ Hopma
5 |Water/Boaa 2.7% Not more than 6.0 % w/w / He 6onee 6,0 %

6 |Related substances / PoacTeenn

ble mpuMecH

Impurity A / ITpumecs A

Below LOQ (LOQ = 0.0057 %) /
Hroxe npenena KoJIH4eCTBEHHOTO
onpenenenus (ITKO = 0.0057 %)

Impurity B / ITpumecs B

Below LOQ (LOQ = 0.0084 %) /
Hivke npenena KOJIHMYECTBEHHOTO
onpenenenus (ITKO = 0.0084 %)

Not detected / He obHapykeHa

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

npuMeceit

Impurity C / Tlpumecs C NMT 0.20 % / He 6onee 0,20 %
- Not detected / ue o6HapyxeHa

Impurity D / Ilpumecs D NMT 0.20 % / He 6onee 0,20 %
: Below LOD (LOD = 0.0062%) / - -

Impurity E / Ilpumecs E Hivke npezena 06HapyKeHHs NMT 0.20 % / He 6onee 0,20 %

(ITO = 0.0062 %)

Impurity F / Tpumecs F Not detected / He obHapyxena NMT 0.20 % / He 6onee 0,20 %

Any unknown individual NMT 0.20 % / He 6onee 0,20 %

impurity / EnuHH4Has 0.03%

HenpeHTUubHUHpyeMas PUMech

Total impurities / Cymma 0.05 % NMT 1.5 % / He 6onee 1,5 %

Remarks : The Product conforms to ND /
IIpumeuanne: [IpogykT coorBeTcTBYET TpeboBanusM HJJ

Conclusion : APPROVED /
3aknouenne: OJOBPEHO

Prepared by /
IToarorosneno: Ramakant

AT

Checked by /
IIpoBepeno: Pardeep Kumar

=

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

Pavan Kumar Sharma V

Reprint Date /
Hara: 18.05.2024

Reprint Date /
Hara: 18.05.2024

Reprint Date /
JaTa: 18.05.2024
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Page3ofS/ Crp.3u3 5

Product : Nise tablets 100 mg
Mpoagykr  : Haiis®, Tabaerkun 100 mr
Batch No / t V2400783 Batch Quantity / + 5,000,000 tablets /
Cepusn Ne O6nem cepuu 5,000,000 Tabnerox
Analytical Report No / : 040002529128 Date of Analysis / : 18.05.2024
AHaJUTHYECKHH oTYeT No JlaTa aHanu3a
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027
JlaTa npou3BoaCTBA I'onen xo (BKu1)
Analysis performed according to ND / Auanus nposesen no HJ: [T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
3m. 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 / u3m. Ne 3 ot
28.09.2022)

Ne Test / llokazaTenn B Result / PesyabTatst o Specification/ Hopma
7 | Uniformity of dosage units / 3.0 Acceptance value (AV) should be not more than
OAHOPOAHOCTH J03UPOBAHUS 15.0 / INoka3zatens npuemnemocti (AV) pomken

6eITh He Oosntee 15,0

8 | Microbial limits* / Mukpo6uoJjoruyeckas uucrora*

a) Total aerobic microbial count NA Not more than 1000 CFU/g /
/ Obee yucno a3pobHbIX He 6onee 1000 KOE/r
MHMKPOOPraHU3MOB
b) Total combined yeasts and NA Not more than 100 CFU/g /
mould count / O6mee uucno He 6onee 100 KOE/r
JNPOXOKEBBIX U TICCHEBBIX
rpuboB
c) E. coli NA Shall be absent in 1g/
JIO0/KHBI OTCYTCTBOBAThH B 1 T
9 | Assay/KoanuyecTtBeHHOe 100.3 mg/100.3 mr Not less than 90.0 mg and not more than 110.0 mg
onpeaeeHue C3H2N>0sS  Nimesulide in tablet /

Or 90,0 Mr pi(e] 110,0 Mr Ci3H2N-OsS
(uumMecynun) B Tabnerke

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpumeuanue: [IpogyKkT cooTBeTCTBYET TpeOoBaHuaM HJ| 3akawuenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[logrorosneno: Ramakant [IposepeHo: Pardeep Kumar Opnobpeno: Merekep / PygosonuTten

[ { ﬁ Pavan Kumar Sharma 52.,.-—--,"‘__,..—-""
g

'-@W‘ / = /)/’/

Reprint Date / Reprint Date / Reprint Date /

Jara: 18.05.2024 Hara: 18.05.2024 Jata: 18.05.2024
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CERTIFICATE OF ANALYSIS

CEPTU®HUKAT AHAJIM3A

Page4 of S/ Crp. 4mu3 5

Product Nise tablets 100 mg

Hpoaykr Haiz®, tabnerku 100 mr

Batch No / : V2400783 Batch Quantity / : 5,000,000 tablets /
Cepus Ne O0rem cepuu 5,000,000 Tabnerox
Analytical Report No / : 040002529128 Date of Analysis / : 18.05.2024
AHaJITHTHYeCKH# oTueT No JlaTa anaausza

Date of Manufacture / : 04/2024 Date of Expiry / : 0372027

Jara npousBojacraa T'oaen po (BKJI)

Analysis performed according to ND / Auanu3 nposesen no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3M. 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 / uam. Ne 3 ot

TeMreparype He Bbie 25°C

28.09.2022)

No Test / Tloxkazarenr |  Result/ PeayanTarsl _ Specification / Hopma

10 |Package/ YmakoBka 10 tablets in PVC/aluminum |10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blister. 3 blisters and patient |blisters and patient information leaflet in a carton.
information leaflet in a carton. /|/ Ilo 10 Tabnerok B IIBX / anomunueBom
ITo 10 TalJIeTOK B | 6nucrepe. 1o 1, 2, 3 unu 10 6iuctepoB BMECTE ©
[IBX/antoMHHKEBOM  OJucTepe. | MHCTPYKUMER [0  MPHUMEHEHWIO B Mayky
I[lo 3 OGuaucrepa BMECTE C|KapTOHHYIO.
WHCTPYKLHEH MO NPUMEHEHUIO B
NayKy KapTOHHYIO.

11 |Labeling / Mapkuposka Complies as prescribed / According to ND /
CootBetcTBYET TpebOBaHHAM B cootserctBuu ¢ HJ

12 | Storage conditions / Xpanenue | Store protected from light below 25°C / B 3amuiieHHOM OT CBETa MeECTe NpH

13 | Shelf life / Cpok rognocTn

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.
* AHanM3 MO MOKasaTeNlo «MUKpoOUONorudeckas 4YHCTOTa» MPOBOAUTCS TNPOM3BOIAMTENEM MpPH BBIMYCKE MEPHOAUYECKU
(c MHTepBanoM OfHO McribITauke Ha 20 cepuil WM He Menee 1 pasa B rox). [TokasaTens MOXeT ObITh He BKJIFOUeH B CepTudukar

aHaiu3a GUpMEL

API name (INN) / A®C (MHH):

Nimesulide / Humecynug

API manufacturer batch number /
Howmep cepun npouspoantess ADPC:

NMS-1A-233028, NMS-1A-243007

FP Manufacturer API Batch number /

Homep cepuu cyOcTannui npoussoaurens I'JID:

FERA00063, FERA00188

Remarks : The Product conforms to ND /
ITpumeuanme: [IpoaykT cooTBeTCTBYET TpeboBanusM HJL

Conclusion : APPROVED /
3akmwoyenne: O OBPEHO

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

IToaroroeneno; Ramakant IIposepeno: Pardeep Kumar Onobpeno: Menemxep / Pyifjmo,mrrenb
= ~ Pavan Kumar Sharma »', AR

Reprint Date / Reprint Date / Reprint Date /

Jara: 18.05.2024 Jara: 18.05.2024 Jara: 18.05.2024
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A
PageSof S/ Crp.5u3 s

Product : Nise tablets 100 mg
Ipoaykr : Haitz®, Tabnerku 100 mr
Batch No / : V2400783 Batch Quantity / : 5,000,000 tablets /
Cepus Ne O6nem cepuu 5.000.000 TabneTox
Analytical Report No / : 040002529128 Date of Analysis / : 18.05.2024
AHaANTHYECKHI oTueT Ne JlaTa aHaau3a
Date of Manufacture / 1 04/2024 Date of Expiry / : 03/2027
JaTa npou3BoACTBA T'oxen no (Bxu1)

Analysis performed according to ND / Auasns nposeaen mo HJI: IT1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uam. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)

API Manufactured by & country / Mangalam Drugs and Organics Ltd, India /
Hponssoaureapr APC, cTpana: Maturanam [Jlpar3 sua Opranukc Jlta, Mnaus
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: [TpogykT cooTBeTcTBYeT TpeboBanusm HJL 3axnouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /

Pavan Kumar Sharma

>

Ay

HoanOBneHci:@;nikant [Tposepeno: Pardeep Kumar OnoGpeno: Meuemkep / Pykosoaurens

Reprint Date / Reprint Date / Reprint Date /
Jlara: 18.05.2024 Jlata: 18.05.2024 Jara: 18.05.2024
Registerad Office Road Mo, 3, Banjara Hills, Hyderabad - 500024, Telanzana, Indio

0, Fay: +91 40 4500 2999, Email: mail@driaddyacom
Clid: LBS195AP1O84PLCOD-507
v drreddys, com

Tél: +231 W) 4500 0



