Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND!A

CEPTU®UKAT AHANIN3A Tel : +91 98166 56001-02
Product . Nise gel WWW.AITeauysS.Col
Ipoaykt Haii3®, renb A51s Hapy>kHOro npumeHenns 1%
Batch No / : V211344 Batch Quantity / : 22,667 units /
Cepus Ne O6bem napTuu 22,667 envHuLy
Analytical Report No / : 890001560132 Date of Analysis / : 10.12.2021
AHaJsuTHYecKHH oTueT No JlaTa aHaqmn3a
Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2023
JlaTa npou3BOACTBA Topen o
Analysis performed according ND / Anaau3 npoeeaen no HJI: TIN012824/02-100320 (amend Ne 1
from 16.09.2020 / uzm. Ne 1 ot 16.09.2020)

Ne | Test / Ilokasartens Result / Pe3yneratsl Specification / Hopma
1  |Description / OnucaHue Homogenous transparent yellow gel| Homogenous light yellow to yellow
free from particulate matter /  [transparent gel, free from particulate matter
OnHopoaHblil npo3pauHblii renb |  OAHOPOAHBIA INpO3pauHbli  Treidb  OT
HKETOrO 1IBETa, CBOOOAHBIN OT  [CBETJIO-KENTOr0 10  JKEJITOrO  LBETa,
MOCTOPOHHHUX YACTHII. CBOOOMHBIH OT IOCTOPOHHUX YaCTHULL.
2 |Identification by HPLC / Complies as prescribed / The retention time of the major peak in the|
[ToruHHOCTE CooTBeTCTBYET chromatogram of the sample preparation
- TpebOBaHUAM corresponds to that in the standard
| preparation under assay / Bpewms
| yIAEepKUBaHHS  OCHOBHOTO  IHKa  Ha
XpOMaTOTpaMMe HCIIBITYEMOIO  pacTBopa
TOJDKHO COOTBETCTBOBAThH BpPEMEHH
yIep>KvBaHHA INHKa HA XpoMaTorpammMe
CTaHIApTHOTO  PacTBOpa  HHUMECYJMAa
- (pasnen «Konu4ecTBEHHOE ONpeNeIEHUE)
3 | Weight of package content 51g/51r In according to Rus. Ph..Not less than
Macca coaepXumMoro 50.0 g / B cooTBeTcTBHH ¢ TpeOOBaHUSIMU
yIaKOBKH [® PD. He menee 50,01
4 |[pH 5.3 Between 4.6 and 6.0 / oT 4,6 10 6,0
5 Related substances /PoncTBeHHbIE MPUMECH

Remarks : The Product conforms to ND/
ITpumeyanne: [Ipoxykt coorBeTcTBYET TpeboBanusaM HJY

1) Impurity A / ITpumecs A Not Detected 1) Not more than 0.2 % / e 6onee 0,2 %
) Impurity B / IIpumecs B ol Detected 2) Mot more than 0.2 % / 11¢ 601c0 0,2 %
3) Impurity C / [Tpumecs C Not Detected 3) Not more than 0.2 % / ue 6onee 0,2 %

Conclusion : APPROVED /
3axirouenue: OJJOBPEHO

Prepared by/ 4 \\ Checked by / Approved by: Manager/Executive /
Iozarorosnexo: |, ) UJ_ ITposepeno: ; Onob6peno: Menemxep / PykoBoauTess
Ramakant A Pardeep Kumar = ;{_/_/ Pawan Kumar

Print Date / Print Date / Print Date /

Jara: 10.12.2021 Hara: 10.12.2021 Hata: 10.12.2021

i pitice: B-2-

13/, Road No

3, Banjara Hills, Hyderabad -

S0003E, Telapgana, India
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Dr.Reddy’s ":‘

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

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

CEPTU®UKAT AHANU3A Tel : +91 98166 56001-02

Product : Nise gel
Hpoaykr : Haii3®, rens 1is Hapy»XHOro npuMeHeHus 1%

WWW.UTTEduys.CoM

Batch No / : V211344 Batch Quantity / : 22,667 units /
Cepus Ne O0beM NapTHH 22,667 enuHuUI]
Analytical Report No / : 890001560132 Date of Analysis / : 10.12.2021
AHanuTHYeCKUi oTueT Ne JlaTa aHaau3za

Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2023
Jdata npou3BoacTBa T'onen po

from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

Analysis performed according ND / Ananu3z npoBeaen mo HJI: [1N012824/02-100320 (amend Ne 1

4) Impurity D / ITpumecs D Not Detected
5) Impurity E / Ilpumecs E Not Detected
6) Impurity F / [Ipumecs F Not Detected
7) Highest individual Less than LOQ (0.1%)
unknown impurity /
EnvHuvnas
HeUJeHTUHHULIHPOBAHHASL
pUMech
Less than LOQ

8) Total impurities /
Cymma npumeceit

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

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

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

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

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

6 Microbial limits /

Miukpobuonoruyeckas
YHACTOTA
Total aerobic microbial count Less than 10 CFU/g/ Not more than 100 CFU/g/
Ob61iee yncio a’pobHbIX Meree 10 KOE/r He 6onee 100 KOE/r
MHKPOOPraHU3MOB
Total combined yeast and Less than 10 CFU/g/ Not more than 10 CFU/g /
molds count / O0Wee yueno Menee 10 KOE/r He Guaee 10 KOEA
/IPOXOKEBBIX U [IECHEBBIX
rpuboB
S.aureus Absent / OtcyTcTByeT Should absent in 1 g/ OtcyTcTRHe B IT
P.aeruginosa Absent / OtcyTcTBYET Should absent in 1 g/ OrcyTcTBHE B 1T

Remarks : The Product conforms to ND/
IIpumeqanune: [IpoaykT cooTBeTcTBYeT TpeboraHusM H]T

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / ’\ i, Checked by /
IloaroroineHo: U_Il [IpoBepeHo: _
Ramakant Pardeep Kumar __ L,/

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoauTens
Pawan Kumar

Print Date / Print Date / Print Date /
Hara: 10.12.2021 ,ZIaTa 10.12.2021 I[aTa' 10 12.2021
-33/, Koad Na. 3, Banjara Hills, Hyderabad - 500024, Telangana, India

Tob #8140 -1900 2900, Fax: +91 40 4900 2999, Ema|I mall@drreddys com
CIN: L85195AP1984PLC0O04507
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Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-5

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

CEPTUDPUKAT AHAITU3A Tel : +91 98166 56001-G2
Product : Nise gel i
Ipoaykr : Haiis®, renp ans HapyxHOro npumeHerus 1%
Batch No / 1 V211344 Batch Quantity / : 22,667 units /
Cepus Ne O0beM napTuu 22,667 enuHuIy
Analytical Report No / : 890001560132 Date of Analysis / : 10.12.2021
AHajauTH4eckuii oTueT No Jata ananuza
Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2023
JaTa npou3BojcTBa TI'open o
Analysis performed according ND / Anann3z nposenen mo HJI: ITN012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

7 | Assay / KonnuecTBeHHOe
ornpe/ieNieHe

10.13mg / 10.13 mr

Not less than 9.0 mg and not more than
11.0 mg of C13H12N2058 Nimesulide in
one gram of gel. /

oT 9,0 ao 11,0 MI C13H12N2058
(nuMecyauna) B 1 r npenapata

8 | Package / YnakoBka

equipped  with
information leaflet in a carton. /

NaMUHHUPOBAHHOIO
cHabXEHHYIO

Tybe B Mauky
MHCTPYKLUEH II0 IPUMEHEHUIO

50 g in a lam inated aluminum tube| 20 g, 50 g or 100 g in a laminated
tamper-evident jaluminum tube equipped with
membrane. 1 tube and patienttamper-evident membrane. 1 tube and
patient information leaflet in a carton. /
Ilo 50 r B T1yoy w3lllo20r,50r umm 100 r B TYOY 13
AMOMHHHS, [TAMIHIPOBAHHOTO ATFOMHUHHUS,
MeMOpaHOH A7 [CHaMOKeHHYr0 MeMOpaHOH A1 KOHTPOJIs
KOHTpOJIs niepBoro BckpeiTus. 1o 1neproro Bekpeitus. [o 1 TyGe B nauky
KapTOHHYIO  C|KAPTOHHYIO C HHCTPYKLHMEH Mo
[1PHMEHEHHIO

9 |Labeling / MapkupoBka

According to ND / B cootercTBuM ¢ H]I

10 | Storage conditions /
XpaHeHue

He 3amopaxuBarts.

|At temperature below 25 °C. Do not freeze. / I[Ipu Temnepatype He Boinie 25 °C.

11 | Shelflife / Cpox roaHoctu

2 years / 2 roxa

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: IIpoaykT cooTBercTBYeT TpeboBanusm HJT 3akmouenue: O/IOBPEHO
Prepared by / ﬁ Checked by / Approved by: Manager/Executive /
IloaroroBneHo: W IIposepeHo: OnobpeHo: Menemxep / PykoBoauTens
Ramakant Pardeep Kumar QL:, Pawan Kumar /%
Print Date / Print Date / Print Date /
Hara: 10.12.2021 Hara: 10.12.2021 Hara: 10.12.2021

i ~==3/, iooad MO, =, panjara fils, Hyderaban - U005, Telangana, india

1l +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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