Dr.Reddy’s ‘_’:‘

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJII3A
Page 1 of 4/ Crp. 1 u3 4

Product Nise tablets 100 mg
IIp oykT Haiiz®, tabnerxku 100 mr
Batch No/ 1 V2402121 Batch Quantity / : 5000000 tablets /
Cepha Ne O6bem cepun 5000000 Tabnetok
Analytical Report No / : 040002695848 Date of Analysis / : 18.10.2024
AHAIMTHYeCKHI oTUeT Ne |laTa ananusa
Dateof Manufacture / : 09/2024 Date of Expiry / : 08/2027
JlaTa npou3BOACTBA I'ogeH go (BKI) B _
Analysis performed according to ND / Anaaus nposeaen no HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 / nzm.
Ne 1 or 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 or
28.09.2022)

Result / PesyastaThi i ~ Specification / Hopma
Complies / CooTBeTcTBYET | Yellowish white round biconvex tablets with
smooth surface. / Benble ¢ eNTOBATBIM OTTEHKOM
KpYT/ible JBOSIKOBBIMYK/IbIE TaONETKH ¢ FAafkoi
MOBEPXHOCTHIO.

[z Test / IokazaTennb |
1 |Description/ Onucanne |

2 |Identification /
| HoaiMHHOCTDB

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  ymepxuBaHMs OCHOBHOTO TNHKa Ha
XpOMATorpamMmme MCILITYEMOr0 pacTBOpa AOJKHO
COOTBETCTBOBATD BpEMEHU YAEPKUBAHUS
OCHOBHOrO MHKa Ha XpOMAaTOrpaMMe pacTBopa
craHgapTHoro obpasna HuMmecynuaa (pasgen
«KoanuecTBeHHOE ONpeneeHHe )

Complies / CooTBeTcTBYET

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

18/20 tablets —NMT £ 5 %/
18/20 Tabnetok — He Gonee £ 5 %

2/20 tablets - NMT £+ 10 % /
2/20 tabnetok — He 6osiee £ 10 %

Not less than 75 % (Q) of labeled amount of
C13H2N-0s5S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) oT HOMMHaNBHOTO
copepxkanusi Ci3H2N-0sS (HuMecymin) uepes 45

MHWH.
|

Conclusion : APPROVED /
3akawuyenune: OJJOBPEHO

Average weight and mass 308.5mg /308.5 mr
uniformity / Cpenuss
Macca H OAHOPOAHOCTH

Macchbl

Complies / CooTBercTBYET

101 %, 100 %, 97 %, 101 %, 101 %,
98 %,

4 Dissolution / Pacrsopenue

Remarks : The Product conforms to ND /
Ipumeuyanue: IIponykT cooTBeTcTBYET TpeboBaHnsam HJL

Prepared by /IToarorosneno: | Checked by / IlporepeHo: Approved by: Manager / Executive /

Pravesh Rana f Santosh Kumar Maurya@‘ Opnodpeno: Menemxep / PykoBoauresb
1 J\ Amit Kumar /§<’?

Reprint Date / Reprint Date / Reprint Date / '

Hara: 18.10.2024 Hara: 18.10.2024 Hara: 18.10.2024




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

JaTanpoussoacrsa

{Tonen g0 (BK.1)

CEPTH®UKAT AHAJIN3A
Page 2 of 4/ Crp. 2 u3 4

Product Nise tablets 100 mg
IIpOlykT Haiiz®, tabnerku 100 mr
Batch No / 1 V2402121 Batch Quantity / : 5000000 tablets /
Cepia Ne O6Bem cepun 5000000 Tabnerok
Analytical Report No / : 040002695848 Date of Analysis / : 18.10.2024
AgalnTHYyecKkuii oTyeT Ne JlaTa ananu3a
Dateof Manufacture / 1 09/2024 Date of Expiry / ¢ 08/2027

Analysis performed according to ND / Auanns npoeegen mo HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 / u3m.
Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. No 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uzm. Ne 3 or

28.09.2022)
Ne Test / lloka3zarenn Result / PesyabraThbl - o Spﬁeﬁgiﬁgaﬁonr/ Hopma
5 |Water/ Boaa 3.4% Not more than 6.0 % w/w / He 6onee 6,0 %
6 Related substances / POACTSeHHble TMpHMeCH - -
Impurity A / Ilpumecs A Below LOQ (LOQ = 0.0057 %) / NMT 0.20 % / He 6onee 0,20 %
Hinke npenena KoJM4ecTBEHHOTO
onpenenenus (ITKO = 0.0057 %)
Impurity B / lIpumecs B 0.03% NMT 0.20 % / He 6onee 0,20 %
Impurity C/ ITpumecs C Not detected / He obHapyxKeHa NMT 0.20 % / He 6osnee 0,20 %
Impurity D / Ilpumecs D Below LOD (LOD = 0.0049 %) / NMT 0.20 % / He 6onee 0,20 %
Huxe npenena obuapyxenus (I10 =
| 0.0049 %)
I ity E/IT E NMT 0.20 %/ He 6 0,20 %
TIRHESY RAEEES Not detected / He obHapyskeHa AILARPIeeOz0 i
| ity F/ 11 F 209 209
r"[mpurl y pHMeEChH N —— NMT 0.20 % / He 6onee 0,20 %
Any unknown individual NMT 0.20 % / He G6onee 0,20 %
[ : 0.02%
impurity / EnuHnyHas
HeuaeHTHULMpYeMast
npumech
Total impurities / Cymma 0.05 % NMT 1.5 % / He 6onee 1,5 %
npumecei |
~ 7 | Uniformity of dos_age units 3.0 ;Acceptance_value (AV) should be not more than
/ OaHOpOaHOCTL 15.0 / Tlokazarens npuemyieMoctd (AV) KoJnKeH
J03UPOBAHUSA 6nITh He 6onee 15,0

Remarks : The Product conforms to ND /
IIpumeuanue: [IpoayKkT cooTBeTcTBYET Tpebosanmsam HJJ

Conclusion : APPROVED /
3akmoyenne: OJJOBPEHO

Hara: 18.10.2024

Prepared by /Iloarotosneno: | Checked by / Ilposepeno: Approved by: Manager / Executive /
Pravesh Rana ] Santosh Kumar Maury@ Opnob6peno: Menemxep / Pykoroaurtenb

3 Amit Kumar F( X
Reprint Date / Reprint Date / Reprint Date / '

Hara: 18.10.2024

Jara: 18.10.2024




Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

JaTanpoussoiacrsa

CEPTUOUKAT AHAJIHM3A
Page 3 0f 4/ Crp. 3 u3 4

Product Nise tablets 100 mg
|Mporykr Haiiz®, Tabnetkn 100 mr
Batch No / 1 V2402121 Batch Quantity / : 5000000 tablets /
Cepla Ne O6bem cepun 5000000 TabneTok
Analytical Report No / : 040002695848 Date of Analysis / : 18.10.2024
AHAIuTHYECKHIT oTUeT No Jlara aHanu3za
Date of Manufacture / : 09/2024 Date of Expiry / : 08/2027

I'ogen ao (BruT)

128.09.2022)

Analysis performed according to ND / Auanus nposeaex no_ﬁjl: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 / u3m. .
Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / nam. No 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3M. Ne 3 or

Ne Test / Moxazatens

| Result / PesyabTaTer

8 Microbial limits* / Mukpoduonoruyeckas uncrora*

| ~ Specification / Hopma

a) Total aerobic microbial NA Not more than 1000 CFU/g /
count / Obuiee uncno He 6onee 1000 KOE/r
a3pOOHBIX
MHKPOOPraHU3MOB
b) Total combined yeasts NA Not more than 100 CFU/g /
and mould count / O6iiee | He 6onee 100 KOE/r
YHUCIIO APOMIKEBBIX
| [UIECHEBBIX ITPHOOB
'¢) E. coli NA Shall be absent in 1g/
JlomxHB! OTCYTCTBOBaTE B 1 T
9 Assay / KonnuecTBenHoe 99.9 mg/99.9 mr Not less than 90.0 mg and not more than 110.0 mg
onpegeneHHe Ci3H12N-OsS  Nimesulide in tablet /
O1 90,0 Mr oo 110,0 mr Ci3H;2N205S (uumecynun)
B TabyeTke

10 |Package/ Ynakoska

10 tablets in PVC/aluminum blister. 2
blisters and patient information leaflet
in a carton. / Ilo 10 Tabneroxk B

10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and patient information leaflet in a carton. /
ITo 10 Tabnetok B I'IBX / amomuHueBOM Hauctepe.

IBX/amomuuueBom bnucrepe. [To 2|Tlo 1, 2, 3 umu 10 OnuctepoB BMECTE C
6nucrepa BMECTE C MHCTPYKUMEH IO | MHHCTPYKIMeHi 1O  MPUMEHEHHI0 B MayKy
NPUMEHEHHIO B 24Ky KAPTOHHYK. | KAPTOHHYIO.

11  |Labeling / MapkupoBka | Complies as prescribed / According to ND / -
CootBeTcTBYET TpeOOBAHUAM B cootBercteum ¢ HJ{

Remarks : The Product conforms to ND /
IIpumeuanne: [IpogykT cooTBeTcTBYET TpeboBanusam H]J

Conclusion : APPROVED /
3axmwouenne: OIOBPEHO

Prepared by /IlonrorosieHo:
Pravesh Rana

Checked by / TTpoeepeHo:
Santosh Kumar Maurya @

—

Approved by: Manager / Executive /
Opnobpeno: Menemxep / PykoBoaurtesns

Amit Kumar N
/\(' \/

Reprint Date /
Jara: 18.10.2024

Reprint Date /
Hara: 18.10.2024

Reprint Date /
Jarta: 18.10.2024




Dr.Reddy'’s ":"

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A
Page 4 of 4/ Crp. 4 u3 4
Product : Nise tablets 100 mg -
IIpolykr : Haiz®, Tabnerkn 100 mr
BatchNo / 1 V2402121 Batch Quantity / : 5000000 tablets /
CepHa Ne O061em cepun 5000000 Tabnerox
Analytical Report No / : 040002695848 Date of Analysis / : 18.10.2024
AHAIMTHYECKMIi oTUeT No JlaTa ananan3za
Date of Manufacture / : 09/2024 Date of Expiry / : 08/2027
| daTa npou3BoacTea TI'open ao (BK)
Analysis performed according to ND / Ananus nposeaen no H/I: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 / u3m.
Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / n3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uzM. Ne 3 or
28.09.2022)

:_.N'.l Test / IloxkasaTenn Result / PesyastaTsi | t ~ Specification/ Hopma
12 | Storage conditions / Store protected from light below 25°C / B 3a1uMiueHHOM OT CBETa MECTE NMPH TeMIepaType
XpaHeHue He BhilIe 25°C
" 13 | Shelflife/ Cpoxk rognocru |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.

* AHamiz Mo nokasaremo «MHKpOGHONOruYecKass 4KUCTOTa» [POBOAMTCS MPOU3BOJIWTENEM IIPU BBIMYCKE TMEPUOAHUYESCKU
(c unTeEpBanoM omHO McnblTaHde Ha 20 cepuit M He MeHee 1 pasa B rox). [Tokazarens MoxxeT ObITh He BKMOUeH B CepTHduKkar
aHaIM3a PHPMBI.

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

API manufacturer batch number / NMS/14080508, NMS/14080440
Homep cepun nponssoguteass ADC:
FP Manufacturer API Batch number /

Homep cepuu cyOcTaHmuu npouspoautensa I'JIdD:

FERA00484, FERA00445

API Manufactured by & country / Aarti Drugs Ltd., India /
IIpousBoaurtenp A®@C, cTpaHa: Aaptu pars JItn., Unpus
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumedanue: IIpoaykT coorBeTcTBYET TpeboBanusaM HJT 3akaouenue: OJOBPEHO
Prepared by /Tloaroroeneno: | Checked by / IlpoBepeHo: Approved by: Manager / Executive /
Pravesh Rana {“ Santosh Kumar Maurya %\' Onobpeno: Menemkep / PykoBogurens
b Amit K =
)3 mit Kumar s
Reprint Date / Reprint Date / Reprint Date / 0
Hara: 18.10.2024 Hara: 18.10.2024 Hara: 18.10.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, ndia
lel: +81 40 4900 2900, Fax: +91 40 4900 2909, Fm;

CIN: LESIO5ARTORARPLCONLS 0T

mail@drrecdvs.com

rreddivs.com




