Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS  pjstt. Solan, H.P., 173 205, INDIA
CEPTU®UKAT AHANIU3A 14 491 98166 56001-02
‘Product Nise gel www.drreddys.com ]
Ilpoaykr Hait3®, renb 1ist Hapy>KHOro npuMenenns 1%
Batch No / 1 V211127 Batch Quantity / : 22,624 units /
Cepusn Ne O0bem napTumn 22,624ennHuly
Analytical Report No / : 890001550116 Date of Analysis / : 22.10.2021
AHanuTHYeCcKHH oTyeT No JlaTa anaauza |
Date of Manufacture / : Sep-2021 Date of Expiry / : Aug-2023
Jata mpou3BoJcTBa I'onen no
Analysis performed according ND / Ananu3 npoBeaes mo H/I: TIN012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

Remarks : The Product conforms to ND/
IMpumeuanue: [Tponykt cooTBeTcTBYET Tpebopanusam H]J

Ne | Test/ Ilokasarens Result / PesynoTatsl Specification / Hopma B
1 | Description / Onucanue Homogenous transparent yellow gel Homogenous light yellow to yellow
free from particulate matter /  transparent gel, free from particulate matter
| OnHOpoaHbIi npo3pauHbli rens /  ORHOPOAHBIA TNPO3pauHblil  reiab  OT
JKEJITOrO 1[BETa, CBOOOHBIN OT  CBETJIIO-KENTOro JO IKEATOro  IiBera,
NOCTOPOHHUX YaCTHUL. cBOBOHBIN OT IOCTOPOHHUX YaCTHLL.

2 |Identification by HPLC / Complies as prescribed / The retention time of the major peak in the]

[ToqIMHHOCTD | CoOTBETCTBYET chromatogram of the sample preparation

TpeGOBaHUIM corresponds to that in the standard

preparation  under assay / Bpewms

yNEpXKMBaHUS ~ OCHOBHOTO — THKAa  Ha

XpOMaTOrpaMMe HCMBITYEMOIO — pacTBopa

JTOJDKHO COOTBETCTBOBATH BpeMeHU

' !yl[ep)KI/IBaHI/IFI n¥ka Ha XpoMarorpamme
| iCTaHJlapTHOFO pactBopa  HUMeCyIHJa

- - (pasnen «KonuecTBEHHOE onpeaeIeHue)

3 | Weight of package content 51g/51r In according to Rus. Ph..Not less than
Macca cogepxumMoro 50.0 g / B cootBeTcTBUM ¢ TpeOOBaHMIMU
yIIaKOBKH ‘Fd) P®. He menee 50,0 r

4 |pH - 5.3 Between 4.6 and 6.0 / ot 4,6 10 6,0 ]

|
|

5 Related substances /PojcTBeHHBIE IPUMECH
1) Impurity A / IIpumecs A Not Detected 1) Not more than 0.2 % / ue 6osee 0,2 %

2) Impurity B / TIpumecs B BDL (Disregard Area 4064)  [2) Not more than 0.2 % / ne 6onee 0,2 %
3) Impurity C / ITpumecs C Not Detected 3) Not more than 0.2 % / ne 6onee 0,2 %

Conclusion : APPROVED /
Zakmwoyenune: OJOBPEHO

Jara: 22.10.2021

Hara: 22.10.2021

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: t [TposepeHo: Onobpeno: Menenxep / Pykogoanrernb
Pardeep Kumar = Anil Kumar Qi Manoj Kumar _ \n et C i
Print Date / Print Date / Print Date /

Hata: 22.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA

CEPTUOUKAT AHATN3A Tel : +91 98166 56001-02
Product : Nise gel www.drreddys.com
Npoaykr : Haii3®, renb s Hapy»HOro npumeHeHus 1%
Batch No / : V211127 Batch Quantity / : 22,624 units /
Cepus No Obnem naprun 22,624enMHuLL
Analytical Report No / : 890001550116 Date of Analysis / : 22.10.2021
| AHaJHTHYECKHii oTyeT Ne JlaTa aHa/m3a
Date of Manufacture / : Sep-2021 Date of Expiry / : Aug-2023
JlaTa npou3BOJACTBA I'open no
Analysis performed according ND / Ananu3 nposeger no HJI: [1N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

4) Impurity D / [Ipumecs D Not Detected
5) Impurity E / Hpumecs E Not Detected
6) Impurity F / [lpumecs F Not Detected
7) Highest individual Less than LOQ (0.1%)
unknown impurity /
EnunnyHas
HeuJIeHTUhULIUPOBAHHAS
pUMECh
Less than LOQ

8) Total impurities /
CyMMa pUMecer

4) Not more than 0.2 % / ue 6onee 0,2 %

5) Not more than 0.2 % / ve 6onee 0,2 %

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

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

8) Not more than 1.5 % / ze 6onee 1,5 %

6 Microbial limits /

Mukpobuonoruyeckas

4UCTOTA

Total aerobic microbial count Less than 10 CFU/g/
/ Ob1ee yncio aspobHBIX Menee 10 KOE/r
MHKPOOPTaHH3MOB

Total combined yeast and Less than 10 CFU/g/
molds count / Obiee yrcno Menee 10 KOE/r
POYXOKEBBIX U MIIECHEBBIX

rpuboB

IS.aureus Absent / OTcyTCTBYET
|

IP.aeruginosa Absent / OTcyTCTBYyET

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/ OTcyTcTBHE B 1T

Should absent in 1 g/ OrcyTcTBHE B 1T

Remarks : The Product conforms to ND/
IIpumeuanne: IIponykT coorBeTcTBYeT TpeboBanusM HJI

Conclusion : APPROVED /
3akiouenue: OAOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToprorosneHo: IIpoepeno: Onobpeno: Mernemxkep / PykoBoauTelb
Pardeep Kumar { _ Anil Kumar M Manoj Kumar Mfi—_"ﬁ)
Print Date / Print Date / Print Date /

Hara: 22.10.2021 Hara: 22.10.2021 JHara: 22.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHATTU3A

AHajnuTH4YecKHi oTyeT No

Product : Nise gel www.drreddys.com
IIpoaykT Haiiz®, rens anst HapyxHoro nmpumeHenus 1%

Batch No / 1 V211127 Batch Quantity / : 22,624 units /
Cepus Ne O0beM napTiH 22,624eAHHHLL
Analytical Report No / : 890001550116 Date of Analysis / : 22.10.2021

JlaTa aHanu3a

JlaTa

Date of Manufacture /

NPov3BOACTBA

: Sep-2021 Date of Expiry / : Aug-2023

Tonen oo

Analysis performed according ND / Anasnu3 nposegen mo HJI: [1N012824/02-100320 (amend Ne 1
from 16.09.2020 / uzm. Ne 1 ot 16.09.2020)

7 | Assay/KomuuectRenHoe | 10.21 mg/ 10.21mr Not less than 9.0 mg and not more than
onpeneneHre 11.0 mg of C,3H2N,0sS Nimesulide in
one gram of gel. /
OoT 9,0 pits} 11,0 Mr Ci3H;2N20sS
(numecynuza) B 1 r npenapaTa
8 | Package/ YnakoBka 50 g in a lam inated aluminum tube 20 g, 50 g or 100 g in a laminated
equipped  with  tamper-evident aluminum tube equipped with
membrane. 1 tube and patienttamper-evident membrane. 1 tube and
information leaflet in a carton. / patient information leaflet in a carton. /
[lo 50 r B Ty6y W3Illo20r, 50T umm 100r B TYy6Y M3
TAMMHMPOBAHHOTO AFOMUHHA, JTAMHHHPOBAHHOTO aFOMHHH,
CHabXXEHHYIO  MeMOpaHOH 1 cHaOKeHHYIO0 MeMOpaHOH At KOHTPOJIs
KOHTpOJIs mepBoro Bekpsitust. [To 1 nepsoro BekpsiTust. ITo 1 TyOe B mauky
Ty6e B [ayky KapTOHHYK C KapTOHHYIO C MHCTPYKIHEH 10
MHCTPYKIHUEH 10 MPIMEHEHHIO [PUMEHEHUIO
9 |Labeling / Mapxuposka According to ND / B cootsercteuu ¢ HJI -
10 |Storage conditions / At temperature below 25 °C. Do not freeze. / ITpu Temnepatype He Bbiie 25 °C.
XpaHeHHe He 3amopaXuBarth.
11 | Shelflife / Cpox rogHoctd 2 years / 2 roga B
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: [TpoaykT cootBeTcTBYET TpeboBanusam HJI 3axumouenne: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: IlposepeHo: (\ A OnobpeHo: Menemxep / PykoBoantens
Pardeep Kumar Qf_\ Anil Kumar 1+ — Manoj Kumar G V(
- (gl
Print Date / Print Date / Print Date /
Hara: 22.10.2021 Hara: 22.10.2021 Hara: 22.10.2021
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