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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTU®UKAT AHATNUSA Tel : +91 98166 56001-02
Product : Nise gel www.drreddys.com
IMpoaykr Haiiz®, rens ans Hapy#HOro npuMeHeHns 1%
Batch No / : V211276 Batch Quantity / : 22,686 units /
Cepus No O0beM NapTHH 22,686 emuHMIL
Analytical Report No / : 890001559437 Date of Analysis / : 07.12.2021
AHaJauTHYecKHii oTueT No JlaTa ananusa
Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2023

JlaTa npou3BoAcTBa

T'ogen no

Analysis performed according ND / Ananu3 nposeaen no HJI: TTN012824/02-100320 (amend Ne 1
from 16.09.2020 / uam. Ne 1 ot 16.09.2020)

Ne |Test / Tlokazarens

Result / Pe3ynsTaThl

| Specification/ Hopma

1 |Description / Onucanne

free from particulate matter /

OnHOPOAHBIHA PO3payHbIH relb

JKCJITOro 11BETAa, CBOOOJHBIN OT
NMOCTOPOHHUX YaCTHLL.

Homogenous transparent yellow gel Homogenous light yellow to yellow

transparent gel, free from particulate matter
/  OnHOpOAHBIA MpO3pauHbli  rejs  OT
CBETJIO-)KENTOMO IO JKEJITOTO  I[BETA,
CBOOOJIHBIN OT IIOCTOPOHHHUX YaCTHII.

[}

Identification by HPLC /
IToJIMHHOCTD

Complies as prescribed /
CooTBeTcTBYET
TpeboBaHUIM

The retention time of the major peak in the
chromatogram of the sample preparation
corresponds to that in the standard
preparation under assay / Bpems
yIOCpXKMBaHUs ~ OCHOBHOTO  IHMKA  Ha
XpOMaTorpaMMe HCHBITYEMOrO pacTBOpa
JI0JDKHO COOTBETCTBOBATH BpPEMEHH
YIEPXKUBAaHHS MHKa Ha XpoMarorpaMmme
CTaHAApPTHOrO  pacTBOpa  HHMecynuia
(pazgen «KonnyecTBEHHOE ONPENENEHUEN) |

Macca comep>xumMoro
[yITaKOBKH

3 - Weight of package content

51g/5lr

In according to Rus. Ph.Not less than
‘50.0 g / B cootBeTcTBUU C TpeOORAHUAMU
['® P®. He menee 50,0 r

4 pH

5.6

Between 4.6 and 6.0/ ot 4,6 10 6,0

5 |Related substances /PopcTBeHHbIe IpuMecH

Remarks : The Product conforms to ND/
ITpumeyanne: ITpoaykT cooTBeTCTBYET TpeGoBanusm HJT

1) Impurity A / Ilpumecs A Not Detected 1) Not more than 0.2 % / He 6onee 0,2 %
2) Impurity B / Ilpumecs B Not Detected 2) Not more than 0.2 % / re 6bonee 0,2 %
3) Impurity C / IIpumecs C Not Detected 3) Not more than 0.2 % / e 6onee 0,2 %

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by /
[Togrorosinexo: M
Ramakant '

Checked by / L~
IIpoBepeHo: W
Om Prakash

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

Pawan Kumar X_‘/

Print Date /
Hata: 07.12.2021

Print Date /
Hara: 07.12.2021

Print Date /
Jara: 07.12.2021

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
CIN: L85195AP1984PLCO0CA507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTUDOUKAT AHATTU3A

Tel : 491 98166 56001-02

www.drreddys.com

Product : Nise gel

IIpoayxt Haii3®, reas 1 HapyHOro npuMeHenus 1%

Batch No/ 1 V211276 Batch Quantity / : 22,686 units /
Cepusa Ne O0bem maprun 22,686 equHHL]
Analytical Report No / : 890001559437 Date of Analysis / : 07.12.2021
AHanuTH4eckHii orTuer Ne JlaTa aHanH3a

Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2023
Jata nponssojacTsa T'onen o

Analysis performed according ND / Asam3 npoeenen mo HJI: TTN012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

4) Impurity D / Ilpumecs D

5) Impurity E / [Ipumecs E

6) Impurity F / Tlpumecs F

7) Highest individual
unknown impurity /
Enunnunas
HeUIeHTUGHLUpPOBaHHAS
MpUMECh

8) Total impurities /
Cymma mpumeceit

Not Detected

Not Detected

Not Detected

Less than LOQ (0.1%)

Less than LOQ

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

5) Not more than 0.2 % / ue 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 % / He 6onee 1,5 %

Microbial limits /

Mukpobuonoruyeckas
YHCTOTA

Total aerobic microbial count
/ Ob1ee q1cao aspobHbIX
MHKPOOpPraHU3MOB

Total combined yeast and
molds count / Ob1riee yucio
ITPOMOKEBBIX M MIIECHEBBIX

Less than 10 CFU/g /
Menee 10 KOE/r

Less than 10 CFU/g/
Memnee 10 KOE/r

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

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

rpuboB ' 3
S.aureus Absent / OTcyTcTBYET Should absent in 1 g/ OtcyTcTBye B 1r
P.aeruginosa Absent / OTcyTcTBYET Should absent in 1 g/ OtcyrcTBHE B IT

Remarks : The Product conforms to ND/

IIpumeyanne: [IpoaykT cootBeTcTBYET TpebOBaHuAM HJT

Conclusion : APPROVED /
3axmrouenne: OJOBPEHO

Prepared by / Checked by / L Approved by: Manager/Executive /
[Moxarorosnexo: \)d/ ITpoepeHo: W Opobpeno: Menemxep / PykoBoauTens
Ramakant Om Prakash Pawan Kumar

Print Date / Print Date / Print Date /

Harta: 07.12.2021 Hara: 07.12.2021 Hara: 07.12.2021

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
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr. Reddy's Laboratories Ltd.

@
’ Y} Formulation Unit-6
Dr. Reddy S ‘,‘ Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS i sojan H.p, 173 205, INDIA
CEPTAU®UKAT AHATIUBA 1. 91 93166 56001-02

ﬁ’roduct : Nise gel www.drreddys.com

Hpoayrr : Haiis®, rens ansg HapyXHOro npuMeHeHus 1%

Batch No / : V211276 Batch Quantity / : 22,686 units /
Cepus Ne O0bem naprun 22,686 enuHUL
Analytical Report No / : 890001559437 Date of Analysis / : 07.12.2021
AnasuTHyeckuii oTyer Ne JaTa ananuza

Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2023
Jara npousBoacTBa I'ogen oo

Analysis performed according ND / Ananns nposenen mo HJI: ITN012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

7 | Assay / KonuuecTBeHHOE 10.09mg / 10.09 mr Not less than 9.0 mg and not more than
orpelieNeH1e 11.0 mg of C13H12N20sS Nimesulide in
one gram of gel. /

ot 9,0 1o 11,0 mr C13H2N205S
(aumecynuna) B 1 r mpenapara

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. / jpatient information leaflet in a carton. /
ITlo 50 r B T1y6y wu3Ilo20r,50r wmm 100 r B YOy M3
JIaMMHHPOBAHHOTO AJIFOMHMHHY S, TAMUHHPOBAHHOT'O TIOMHHHU,
CHaOKeHHYIO ~ MeMOpaHOH I cHaBXeHHYIO MeMOpaHOH /i KOHTPOIS
KOHTPOs nepBoro BCkpeiThs. Io 1 meproro Bekpeitus. 1o 1 Ty6e B mauky
TyO0e B 1ayKy KapTOHHYIO C KapTOHHYIO C MHCTPYKIHeil 1o
HHCTPYKLHEH N0 NPHMEHEHHIO NIPHMEHEHHIO

9 |Labeling / Mapkuposka According to ND / B cootBercTBiM ¢ H]

10 | Storage conditions / At temperature below 25 °C. Do not freeze. / [Ipu Temneparype He Boime 25 °C,
XpaHeHne He 3amopaxuBaTh.

11 | Shelf life / Cpox rogsoctd 12 years / 2 roma

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumevanne: Ilponykt coorBeTcTBYeT TpeGOBaHUsAM HJI 3akmoyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moxroroeneno: W IIposepeHno: L/ Onobpeno: Menemxep / Pykosonutens
Ramakant v Om Prakash Pawan Kumar !

Print Date / Print Date / Print Date / !

Hara: 07.12.2021 Hara: 07.12.2021 Hara: 07.12.2021

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
CIN: L85195AP1984PLC0O04507
www.drreddys.com



