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CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIU3A
Page1of4/ Crp.1u3 4

Product : Nise tablets 100 mg
IIpoaykr : Haiiz®, Tabaerxu 100 mr
Batch No / 1 V2401869 Batch Quantity / : 5000000 tablets /
Cepus Ne Oobem cepun 5000000 TabneTox
Analytical Report No / : 040002657626 Date of Analysis / : 14.09.2024
AHaJIMTUYECKHIT 0TYeT Ne JlaTa ananunsa
Date of Manufacture / 1 08/2024 Date of Expiry / : 07/2027
JlaTa npou3BOACTBA Togen o (BKJ)
Analysis performed according to ND / Auanus nposeaen no HJI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mwam. 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 / TloxazaTenn Result / PesynbTaTs! Specification / Hopma |

1 | Description / Onucanne Complies / CooTBeTCcTBYET | Yellowish white round biconvex tablets with
smooth surface. / bBenele ¢ xenroBaTbiM
OTTEHKOM KpYTJibi€ ABOSKOBHITYKJIIblE TabneTku
€ ry1aJiKoit HOBEPXHOCTBIO.

| |
2 | Identification / Complies / CoorsercTByer The retention time of principal peak in the

| ToagAMHHOCTL chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems ynep»uBaHHs OCHOBHOTO
MMKa Ha XpPOMAaTorpamMMe  HCIIBITYEMOTO
pacTBOpa JOMKHO COOTBETCTBOBaTb BPEMEHU

YIAEPKHBAHUS OCHOBHOIO nuKa Ha
XpoOMarorpaMme  pacTBopa  CTaHAapTHOrO
obpasua HUMeECYIHjia (paznen

«KonuuecTBeHHOE onpenenem{e»)

3 | Average weight and mass 306.8 mg/306.8 Mr 310 mg+£5.0% /310 Mmr£5,0 %

El:f(::;)m;tyﬂ/of];‘):ilu:csl::acca Complies / CooTBeTcTBYET 18/20 tablets —-NMT £ 5 %/
AHOPOA 18/20 tabnerok — He Honee £ 5 %

2/20 tablets —NMT + 10 % /
2/20 Tabnerok — He Gonee + 10 %

4 | Dissolution / PacTtBopenue 96 %, 95 %, 97'%, 97 %, 97 %, Not less than 75 % (Q) of labeled amount of
98 %, C13H15N»0sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot

| ) HoMHHanbHOro cogepsannsa Ci3Hi12N>OsS

4

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanue: [Tpoaykr cootBercTByer TpedoBanusM HJI 3axmoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /

[Toarorosneno: Ambresh TpoeepeHo: Noor Mohammad | Omo6peno: Menemxep / PyKOBSHTCHb

Kumar ”_‘W(j M Nisha Rana Thakur _ g
(s i mx@/

Reprint Date / Reprint Date / Reprint Date / &
Jara: 15.09.2024 Jara: 15.09.2024 Hata: 15.09.2024

Registered Cifice: 8-2-337, Road No. 2, Ssnjara Hiliz, Hyderabad - 500034, Telangana, India
Tel: +G1 40 4300 2900, Fax: +91 40 4500 2999, Email: maii@direddys.com
CIN: L821954P1984PLCOO4A507
wvavdrreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulaticn Unit-6

Vili. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P,, 173 235, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A
Page 2 of 4/ Crp. 2 u3 4

Product Nise tablets 100 mg
IIpoaykT Hait3®, Tabaerku 100 mr
Batch No / 1 V2401869 Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepun 5000000 TabneTok
Analytical Report No / : 040002657626 Date of Analysis / : 14.09.2024
AHajiHTHYeCKHI oTuer No JlaTta aHanusa
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2027
JlaTa npou3BoaCcTBAa TIomen po (BKJ)
Analysis performed according to ND / Anasins nposeaen mo HJI: [1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3m. 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 / Mokasares Result/ Pesyabtatel ~ Specification / Hopma - |

(Hnmecymm) yepes 45 MUH. |

| 54 |Water/Boaa [ 3.1% ‘Not more than 6.0 % w/w / He 6onee 6,—0% ‘

6 |Related substances / PorcTeennsie npumecu

Impurity A / Ilpumecs A

Impurity B / ITpumecs B
Impurity C / ITpumecs C
Impurity D / ITpumecs D
Impurity E / ITpumecs E

Impurity F / Ilpumecs F

Any unknown individual
impurity / EnuHUuHas
HeupeHTHhHLMpyeMast
npUMech

Total impurities / Cymma
npuMecen

Below LOQ (LOQ =
Hwxke npenena

0.01 %

Below LOD (LOD =

0.0062 %)
Below LOD (LOD =

0.0045 %)
0.03 %

0.06 %

0.0057 %) /
KOJIHYECTBEHHOTO
onpenenenust (ITKO = 0.0057 %)

Not detected / He o6HapyxKeHa
Not detected / He o6HapyxeHa

0.0062 %) /
Huxe npepena obHapyxenns (I10 =

0.0045 %) /
Hwxe npenena obnapyxenus (IIO =

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

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 1.5 % / Ile Gonee 1,5 %

Remarks :

The Product conforms to ND /
IIpumeuanne: [IpoxyxTt coorBeTcTBYET TpeboBanuam HJ|

Conclusion : APPROVED /
3akmovenne: OJJOBPEHO

Prepared by /
ITonrorosiieHo: Ambresh

Checked by /
IposepeHo: Noo& Mohammad

Approved by: Manager / Executive /

Jlara: 15.09.2024

Onobpeno: Menemkep / PykoeQuauTelns
Kumar ~X Nisha Rana Thakur
e | s
Reprint Date / Reprint Date / Reprint Date /

Jlata: 15.09.2024

Hara: 15.09.2024

Registerad Cffice: §-2-337

, Road No. 2, Berjara Hilis,

Hyderabad - 500034, Telangana, India

Tel: +61 40 4300 2500, Fax: +91 40 4300 2999, Einail: mail@direddys.coin
CIN: L82195AP1384PLCO4507

wavydrreddys.com




Dr.Reddy’s Q:’

Dr. Reddy's Laboratories Lid.
Formulaticn Unit-6

Vill. Kho!, Naiagarh Road, Baddj,
Distt. Salan, H.P., 173 205, INDIA
Tel: +91 93166 56001-0Z
www.drreddvs.com

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIU3A
Page3 of4/ Crp.3 u3 4
Product Nise tablets 100 mg
IIpoaykr Haiiz®, tabnetky 100 mr
Batch No / 1 V2401869 Batch Quantity / : 5000000 tablets /
Cepusn No O6bem cepuu 5000000 Tabnerok
Analytical Report No / : 040002657626 Date of Analysis / : 14.09.2024
AHaJiuTHYecKHil oTyeT Nb Hara anannsa
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2027
JlaTa npou3BoAcCTBA T'oaen go (BKJI)
Analysis performed according to ND / Auann3 nposeaen mo HJI: [T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3Mm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / usm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)
N | Test / IlokazaTean Result / PesyasTarst ~ Specification/ Hopma |
7 | Uniformity of dosage units / 3.2 | Acceptance value (AV) should be not more
OXHOPOAHOCTH AO3UPOBAHUS than 15.0 / ITokazarens npuemnemMocTH (AV)
IoJKeH ObITH He 6onee 15,0
8 | Microbial limits* / MukpoGuoJiornueckas yucrora*
a) Total aerobic microbial NA Not more than 1000 CFU/g /
count / ObLuee yucIo He 6onee 1000 KOE/r
a3pOOHBIX MUKPOOPIaHH3MOB
b) Total combined yeasts and NA Not more than 100 CFU/g/
mould count / Obwiee ynucno He 6onee 100 KOE/r
OPOMOKEBBIX U ILTECHEBBIX
rpuboB
' ¢) E. coli NA - Shall be absent in 1g/
| JloJKHBI OTCYTCTBOBATh B 1 T
9 |Assay/ KoanuecTBeHHOe 99.3 mg/99.3 mMr Not less than 90.0 mg and not more than |
onpejaeeHHe 110.0 mg Ci3H;2N-0OsS Nimesulide in tablet /
Or 900mr gmo 110,0mMr Ci3HipN>OsS
(aumMecynun) B Tabnerke
10 |Package / YnakoBka 10 tablets in PVC/aluminum blister. 2 | 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. / Ilo 10 tabnerok B|carton. / Ilo 10 Tabserok B IIBX /
IBX/anomunneBom 6aucrepe. [To 2 | amomuunesom 6nucrepe. Ilo 1, 2, 3 umm 10
6aucTepa BMecTe ¢ MHCTpYKUMeil rmo | 6nucTepoB  BMeCTe C  MHCTpyKUMeH Mo
| NPUMEHEHHIO B Na4Ky KAPTOHHYIO. | IPUMEHEHHIO B MauKy KaPTOHHYIO.

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IMpumeuanue: [TponykT coorBeTcTBYeT TpeboBanusM HJJ 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IMoarororneno: Ambresh IMposepeHo: Noor Mohammad | Onobpeno: Menemxep / Pykogagurens
Kumar e, i Nisha Rana Thakur
O 4g N\yﬁ/

Reprint Date / Reprint Date / Reprint Date / 7
Harta: 15.09.2024 Hara: 15.09.2024 Jlarta: 15.09.2024

Pegistered Cffice: 8-2-337, Road No. 2, Barjara Hiliz, Hyderabad - 500034, Telangana, India

Tel: +S1 40 4300 2960, Fax: +91 40 4530 2999, Emsil: maiiddireddys.caim

CIN: LE5195AP1984PLCNN4A507
wiwdrreddys.com




Dr.Reddy’s €5¢

Dr. Reddy's Laboratories Lid,
Formulaticn Unit-6

Vili. Kho!, Natagarh Road, Baddi
Distt. Solan, H.P,, 173 205, IND

Tel : +91 98166 55001-0Z
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Page4of4/ Crp. 4 u3 4

Product Nise tablets 100 mg

IIpoayxt Haii3®, tabaerku 100 mr

Batch No / 1 V2401869 Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepuu 5000000 TabneTok
Analytical Report No / : 040002657626 Date of Analysis / 1 14.09.2024
AHasinTH4YecKHii oTueT Ne JlaTa aHanu3za

Date of Manufacture / 1 08/2024 Date of Expiry / : 07/2027

JaTa npoH3BoACTBA Ionen po (BKJI)

28.09.2022)

Analysis performed according to ND / Auanns nposenen no HJ: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usm. No 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. No 3 ot

Ne | Test / Ilokazarennb
11 |Labeling / MapkupoBka

12 | Storage conditions /
XpaHeHne

Result / PesyabTaThl
Complies as prescribed /
CooTtBeTcTBYET TpeOOBAHUAM

Store protected from light below 25°C / B 3allMmeHHOM OT CBETa MecTe NpH
Temmneparype He Bblie 25°C

Specification / Hopma

According to ND /
B coorsercreun ¢ HJ1

13 |Shelflife / Cpox roanoctn |3 years/ 3 rona

*The manufacturer performs the | “M1crob1010g1ca] 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.

* AHanuz no rmnokasatento «MHKpoGHOnoruyeckas YMCTOTa» NPOBOOUTCA MNPOH3BOLMTENIEM TIPH BBITYCKE TMEPHOAHYECKH
(c uHTEpBAJIOM OJIHO HcTbITaHUe Ha 20 cepuii WK He meHee 1 pasa B rox). [Tokazatesb MoxeT ObITh He BKtoYeH B CepTHdukaT

aHau3a GUPMBL,

API name (INN) / A®C (MHH):

Nimesulide / Humecynug

API manufacturer batch number /
Homep cepuu npoussoauteas ADC:

NMS-1A-243009, 1A-243010-M1

FP Manufacturer API Batch number /

Homep cepuu cyoctanmuu npouspoautensa I'JIdD:

FERA00251, FERA00252

API Manufactured by & country /
IIponspoaurteas APC, crpana:

Mangalam Drugs and Organics Ltd, India /
Manranam [lpars sug Opranuke JIta, Mnaus

Remarks : The Product conforms to ND /

IIpumevanue: IIponykT cooTeeTcTBYET Tpebopanusm H]J

Conclusion : APPROVED /
Zakmouyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[Monrorosneno: Ambresh [Tposepeno: Noor Mohammad | Onobpeno: Menemxkep / Pyl-:o IHTeNb
Kumar ¥ - Ve g4 Nisha Rana Thakur

) Z
Reprint Date / Reprint Date / Reprint Date /
Jara: 15.09.2024 JHata: 15.09.2024 Jlara: 15.09.2024

o OEfirae 2 7 ey e il
Registered Cifice: 8-2-337, Road No. 2, Banjara Hilis, Hyderabad - 500034, Telangana, India

Tel: +93 40 4900 2500, Fax

91 40 45G0 2959, Email: mail@direddys.com
CIN: L85195AP1984PLT004507
wwurdrreddyz.com




