Dr.Reddy’s Q;

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANTU3SA
Product Nise gel
IIpoaykr Haii3®, renb aas HapyxkHoro npuMenedus 1%
Batch No/ 1 V220961 Batch Quantity / + 22745.00units /
Cepusg Ne O0bem mapTuu 22745.00 ennHuny
Analytical Report No / : 040001696848 Date of Analysis / : 28.11.2022
AnaaurnuyeckHii otuer Ne | laTa anaam3a
Date of Manufacture / : Nov.2022 |Date of Expiry / : Oct.2024
JaTa npon3BoACTBA T'ogen oo
Analysis performed according ND / Ananus nposegen mo HJI: ITN012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / usm. Ne 1 ot 16.09.2020, u3m. Ne 2 ot 13.01.2022)

Ne | Test / Tlokazarens - | Result / Pe3ynbTatsl - Specification / Hopma _
1 ' Description / Onucanue | Homogenous transparent light  Homogenous light yellow to yellow
| ‘ yellow gel free from particulate  transparent gel, free from particulate matter
| matter / O1HOPOIHBIA NPO3pavHbIH /  OmHOPOAMBIl MpPO3pauHblif  reib OT |
‘ rellb CBETJIO-KEJITOrO 1IBETa,  CBETIO-HENTOr0 A0  JKEJNTOTO  LIBETA,
cBOOOJIHBIN OT NOCTOPOHHUX  (CBODO/IHBLIT OT MOCTOPOHHHUX YACTHIL,
- _ 4yacTuy,. | I
2 Identification by HPLC/ ! Complies as prescribed / The retention time of the major peak in the
IToAnMHHOCTD | CoOTBETCTBYET TPeGOBAHUSM chromatogram of the sample preparation
corresponds to that in the standard
| preparation under assay / Bpems
| YACPKHBaAHIS ~ OCHOBHOTO  MHKAa  HA
XpoMaTorpaMMe  MCOLITYEMOIO  PacTBOpa
I0JDKHO COOTBETCTBOBATh BPEMCHH
yAEpKUBAHUS THKa Ha XpOMarorpamme
CTAHAApTHOrO  pacTBOpa  HUMECYNIHIA
| - (paspen «KonuuecTBeHHOE ONpeneieHne) |
3 Weight of package content 51¢g/51r 'In according to Rus. Ph.Not less than
Macca cogepKumMoro 350.0 g / B cooTBeTCTBHN ¢ TpeboBaHuAM
YIIaKOBKH T'd PO. He menee 50,0 T !
4 pH | 5.7 Between 4.6 and 6.0/ oT 4,6 10 6,0 '

Remarks : The Product conforms to ND/
IIpumeuanue: ITponykT cooTBETCTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axurouenue: OJIOBPEHO

Prepared by /

Devi

IToarorosneno: Shivani

AT

Checked by /
IIposeperno: Ramakant

ddd

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoauTeNb
Amit Kumar

N

Reprint Date

Hara: 28.11.2022

/ Reprint Date /
Jata: 28.11.2022

Reprint Date /
Jata: 28.11.2022
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CEPTUDUKAT AHATIN3A
Product : Nise gel
[Ipoayxr Haiiz®, resib aJis1 HAPYKHOTO MpUMeHeHNs 1%
Batch No / 1 V220961 |Batch Quantity / : 22745.00units /
Cepus No Obbem mapTun 22745.00 ennnun
Analytical Report No / : 040001696848 Date of Analysis / : 28.11.2022
AnajuTH4yecknii oTuer No JlaTa anaausa
Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2024
JlaTa npon3BojacTsa Tlonen go

Analysis performed according ND / Anasnus nposenen no HJ[: [1N012824/02-100320 (amend Ne 1
from 16.09.2020. amend Ne 2 from 13.01.2022 / uam. Ne 1 ot 16.09.2020, u3m. Ne 2 ot 13.01.2022)

5 Related substances /PoncTBeHHbIE TPUMECH

1) Impurity A / [Tpumecs A | Not detected / He o6HapyskeHa 1) Not more than 0.2 % / ve 6onee 0,2 %

2) Not more than 0.2 % / He bonee 0,2 %

2) Impurity B / Ilpumecs B 0.04%
3) Not more than 0.2 % / 1e donee 0.2 %

3) Impurity C / ITpumecs C | Not detected / ne obHapyxeHa

4) Impurity D / I[Ilpumecs D

Not detected / He obHapyxkeHa

4) Not more than 0.2 % / He Gonee 0.2 %

5) Impurity E / [Ipumecs E

6) Impurity F / [Ipumecs F

0.08%

Not detected / He obHapyxeHa

5) Not more than 0.2 % / He Gonee 0,2 %

" 6) Not more than 0.2 % / He 6onee 0,2 %

Less Than LOQ (LOQ = 0.1 %)/ |7) Not more than 0.2 % / ve 6onee 0,2 %
Huxe npeaena KOJIUYECTBEHHOI'O

7) Highest individual
unknown impurity /

EnnHrunas onpeaenenus (ITKO = 0.1 %)
HEHJCHTHPHLPOBAaHHAS
IpUMeECh ]
8) Total impurities / 0.1% %) Not more than 1.5 % / ne Gonee 1,5 %

CyMMa npumecen

6 | Microbial limits / |

Conclusion : APPROVED / f
3axmouenue: OJOBPEHO
Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBonurenb

Remarks : The Product conforms to ND/
Ipumeqanne: [Iponykr cooteTcTBYET TpeboBanusam H/L

Prepared by / Checked by /
[Moarorosneno: Shivani ITposeperno: Ramakant

Devi )T—

Amit Kumar

W

e

Reprint Date /
Jara: 28.11.2022

Reprint Date /
Iara: 28.11.2022

Reprint Date /
Jara: 28.11.2022
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CERTIFICATE OF ANALYSIS

AHamuTuueckuii oruer Ne

CEPTU®UKAT AHATIU3A
Product : Nise gel
HOponykr : Haiis®, renb a1 HAPYKHOTo NpUMeHeHs 1%
Batch No / 1 V220961 Batch Quantity / : 22745.00units /
Cepus Ne O0bemM napTul 22745.00 equHULL
Analytical Report No / : 040001696848 Date of Analysis / : 28.11.2022

JlaTa anayim3a

Date of Manufacture /
Hara mpou3BoacTsa

: Nov.2022 Date of Expiry / : Oct.2024

Touen go

Analysis performed according ND / Anasu3 nposeaen no HJL: I1 N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / n3m. Ne 1 o1 16.09.2020, usm. Ne 2 or 13.01.2022)

| Mukpobuonornyeckas
"HCTOTA

MHKPOOPraHu3MoOB

IP.aeruginosa

Total acrobic microbial count
/ OBitiee 41CiI0 a3poOHBIX Less than 10 CFU/g/

Total combined yeast and

Menee 10 KOE/r

molds count/ Obiee yncno Less than 10 CFU/g/
TPOMCGKEBBIX U TJIECHEBBIX Menee 10 KOE/r
rpudoB

S.aureus Absent / OTcyTcTBYET

Absent / OTCyTCTBYET

Not more than 100 CFU/g/
He 6onee 100 KOE/r

Not more than 10 CFU/g/
He 6onee 10 KOE/r

Should absent in 1 g/ OtcyTcTBlE B 1T

Should absent in 1 g/ Otcyrersne B 1r

jorpeaciieHue

7 | Assay / KonnuecTBeHHOE ' 10.22 mg/ 10.22 mr

! Not less than 9.0 mg and not more than
11.0 mg of C13H;z2N2OsS Nimesulide in
one gram of gel. /

oT 9,0 no 11,0 ML C13H12N2058
1(1—114Mechm;la) B 1 r mpenapara

Remarks : The Product conforms to ND/
I pumeuanne: [IpoayKT cooTBETCTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by /
ITonrorosieno: Shivani

Devi ) T

Cliecked by /
IMposepeHo: Ramakant

dud

Approved by: Managor/Exocutive /
Onobpeno: Menemxep / Pykosoaurenb

Amit Kumar jlwi%/ _

Reprint Date /
Hara: 28.11.2022

Reprint Date /
JlaTa: 28.11.2022

Reprint Date /
Jarta: 28.11.2022
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CEPTUDUKAT AHAJTU3A
Product : Nise gel
Tpoaykr : Haii3®, renb ans HapyX)HOTO MPUMEHCHHS 1%
Batch No / : V220961 Batch Quantity / : 22745.00units /
Cepus No Ob6beM napTHH 22745.00 enuHuL
Analytical Report No / : 040001696848 Date of Analysis / : 28.11.2022
AHanuTHYecKHIT oTyeT No JlaTa ananunza
Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2024
JlaTa npou3soiCTBA Topen 1o
Analysis performed according ND / Ananu3s nposeaen no HJL: T1 N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 ot 16.09.2020, u3m. Ne 2 ot 13.01.2022)

(8 ! Package / YnakoBka |50 g in a laminated aluminum tube 20 g, 50 g or 100 g in a laminated
equipped with tamper-evident aluminum tube equipped with
membrane. 1 tube and patient tamper-evident membrane. 1 tube and
| information leaflet in a carton. / patient information leaflet in a carton. / |
I ITo 50 r B TYOY U3 IMo 20 1, 50 r unn 100 r B TYOy U3
, NIAMMHUPOBAHHOIO JIFOMHHMA, TAMYHHPOBAHHOTO allFOMHHHS,
' cuabieHHyIo MeMOpaHoi i cHabKEHHYIO MeMOpaHoil Ui KOHTPOJIS
KOHTpOIst mepBoro Bekpsithst. ITo 1 mepsoro Bekpbitust. [lo 1 Ty6e B mauky
Ty0e B NauKy KapTOHHYIO € KAPTOHHYIO ¢ UHCTPYKLHUEH 1o
I HHCTPYKLUHET N0 NpHMEHCHNHIO [TPHMEHEHHIO
9 Labeling / Mapkuposxa According to ND / B cootercTsuu ¢ HJ
10 Storage conditions / |At temperature below 25 °C. Do not freeze. / I1pu Temnepatype He blwe 25 °C.
XpaHeHue e 3aMOpaXKUBAT.
11 | Shelflife / Cpok rogHocTH 2 years /2 roga

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [Iponykt coorBeTcTBYeT Tpebonanusm HJT Zakmovenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioarotosneno: Shivani ITpoeepeHo: Ramakant Opo6peno: Menemxep / PyxoBoaurenb
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