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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

CEPTUOPUKAT AHANNA3A v ,

Tel: +91 98166 56001-02
Product : Nise gel www.drreddys.com
IIpoaykT Haii3®, resb nns HapyxHoro npumeneHus 1%
Batch No / 1 V211271 'Batch Quantity / : 22,667 units /
|Cepus Ne |O6bemM mapTun 22,667 enuAnL
Analytical Report No / : 890001558741 'Date of Analysis / : 03.12.2021
AHaauTHYEeCKHHA 0TYeT No - Jara ananusa
Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2023

Jara IIPOH3BOACTBA

T'onen go

from 16.09.2020 / n3M. Ne 1 ot 16.09.2020)

Analysis performed according ND / Ananu3z nposenen no HJI: ITN012824/02-100320 (amend Ne 1

No | Test / Tlokazarens

Result / Pe3ynbTatsl

1 Description / Onucanne

IT

Homogenous transparent yellow gel: Homogenous
free from particulate matter /
OnHoponHblil mpo3paunblii refb / OAHOPOAHBIA MpO3pauHbIi
KENTOTO 1[BETa, CBOOOIHEIN OT

OCTOPOHHUX HaCTHL.

Specification / Hopma

light yellow to yellow
transparent gel, free from particulate matter
rejis  oT
CBETJIO-KENTOr0 10 XKEATOro  L[BETa,
§CBo6ongn71 OT MOCTOPOHHUX YaCTHIL.

2 |Identification by HPLC /

[ToaNMHHOCTE Co

Complies as prescribed /

OTBETCTBYET

TpeboBaHUAM

The retention time of the major peak in the
chromatogram of the sample preparation
corresponds to that in the standard
preparation  under assay / Bpewms
VIEpXKHBaHUS  OCHOBHOTO  IHKa  Ha
XpOMAaTorpaMMe HCIBITYEMOrO  pPacTBOpa
NOMKHO COOTBETCTBOBAThH BpeMeHH
VICp)KUBAaHUSl IUKa Ha XpoMarorpamme
CTAHAAPTHOrO  pacTBOpa  HUMECYIHJa
(pazznen «KonMuecTBEHHOE ONMPENENEHHED)

3 | Weight of package content 50g/50r In according to Rus. Ph..Not less than
Macca cofep:KumMoro 50.0 g / B cooTBeTcTBHM ¢ TpeOOBaHUSMH
YIIAKOBKH ['® PO. He menee 50,0 T

4 |pH 5.5 Between 4.6 and 6.0 / ot 4,6 10 6,0

5 | Related substances /PoacTBeHHbIE TPUMECH
1) Impurity A / Ilpumecs A Not Detected 1) Not more than 0.2 % / ne donee 0,2 %
2) Impurity B / [Tpumecs B Less than LOQ (0.04%) 2) Not more than 0.2 % / He bonee 0,2 %
3) Impurity C/ Ilpumecs C Not Detected 3) Not more than 0.2 % / He 6onee 0,2 %

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanne: Ilpoaykr cooreTcTBYeT TpeboBanusam HJ| 3axmouyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
TloaroroeneHo: ITpoBepeno: Onobpeno: Menemskep / PykoBonuteins
Manish Sharma Himesh I\M Pawan Kumar Y

Print Date / Print Date / Print Date /

Jara: 03.12.2021 Jata: 03.12.2021 Jara: 03.12.2021

Registered Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: £t85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA

CEPTUDPUKAT AHATTIU3A - . i
Tel : 491 98166 56001-02

Product ¢ Nise gel www.drreddys.com
IlpoaykT Hail3®, resb pist Hapy)xHOTO npHMeHeHus 1%
Batch No / 1 V211271 Batch Quantity / : 22,667 units /
Cepus Ne O0bem napTun 22,667 epuHuL
Analytical Report No / : 890001558741 Date of Analysis / : 03.12.2021
AHanuTHYecKHH oTyeT No B JaTa ananmsa
Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2023
JaTta npouzBoacTBa T'open o

Analysis performed according ND / Ananu3 nposenen no HI: [TN012824/02-100320 (amend Ne 1
from 16.09.2020 / uzm. Ne 1 ot 16.09.2020)

H) Impurity D / Ilpumecsk D

5) Impurity E / [Ipumecs E

6) Impurity F / ITpumeck F

7) Highest individual
unknown impurity /
Enunnynas
HEUJEHTHQULUPOBAHHAS
HpuMech

8) Total impurities /
CymMa npumeceit

Not Detected

Not Detected

Not Detected

Less than LOQ (0.1%)

Less than LOQ

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

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

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

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

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

Microbial limits /

Miukpobuonornueckas
qHCTOTA

Total aerobic microbial count
/ Ob1ee unciIo aspoOHBIX
MHKPOOPraHU3MOB

Total combined yeast and
molds count / O61iee uncio
IPOMCKEBBIX U TINIECHEBBIX

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

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

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

iNot more than 10 CFU/g/
He 6onee 10 KOE/r

rpiboB
S.aureus Absent / OtcyTcTBYET 'Should absent in 1 g/ OtcyrcTHe B Ir
IP.aeruginosa Absent / OrcyrcTayeTt Should absent in 1 g/ OtcyrcTBHE B IT

Remarks : The Product conforms to ND/
ITpumeyanne: Ipoaykt cootBercTBYeT TpeboBanusam HT

Conclusion : APPROVED /
3axkmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

[Toarorosneno: IIposepeno: Onobpeno: Menemwxep / PyxoBoaurens

Manish Sha Himesh Kum Pawan Kumar %
= T—

Print Date / Print Date / Print Date /

Hata: 03.12.2021 Hara: 03.12.2021 Hara: 03.12.2021

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 Lahoratories Ltd.

@
Dl’. Re.ddy’s ‘.... Formulation Unit-6

CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,

CEPTU®UKAT AHATTU3A Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

from 16.09.2020 / u3m. Ne 1

Product : Nise gel www.drreddys.com
Hpoaykr : Haiis®, rens mis HApYIKHOro npuMeHenns 1%

Batch No / : V211271 Batch Quantity / : 22,667 units /
Cepus No Obbem napruu 22,667 ennnunly
Analytical Report No / : 890001558741 Date of Analysis / : 03.12.2021
AHanuTHYeckHii oTyeT No JlaTa ananu3za

Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2023
Jdara npousBojacrea Topen g0

Analysis performed according ND / Auanus nposegen mo HJI: ITN012824/02-100320 (amend No 1

ot 16.09.2020)

7 _rAssay / KonuuecteeHHoe 10.27mg/ 10.27 mr Not less than 9.0 mg and not more than

onpeaeneHue

‘I 1.0 mg of C13H1»N-OsS Nimesulide in
one gram of gel. /

10T 9,0 no 11,0 Mr C13H;N,05S
(Humecymuza) B 1 r mpenapara

8 |Package / Vnakoska

50 g in a lam inated aluminum tube 20 g, 50 g or 100 gin alaminated
cquipped  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. /
o 50 r B 71y6y m3To20r,50r wm 100rs Tyby U3
JIaMHHHPOBAHHOTO AIOMHUHHS, JJAM UHHPOBAHHOTO aIFOMHHUS,

cHaOKeHHYI0  MeMOpaHoll st cHabXeHHyo MeMOpaHO 1y KOHTPOJIS
[KOHTPOITS TIepBOro BekphiThs. [1o 1 nepsoro Bekpsitus. [To 1 Ty6e B nauKy
Ty0e B NauKy KapTOHHYIO C KApTOHHYIO C HHCTpYKLIHEH no
MHCTPYKIHE] 0 npHMeHeHIo NpHMEHEHITIO

O]

Labeling / Mapkuposka According to ND / B cootsetcTBun ¢ HJ|

10 [ Storage conditions /
XpaneHue

At temperature below 25 °C. Do not freeze. / IIpu Temneparype He BoiLe 25 °C.
He 3aMopaxuBars.

11 | Shelflife/ Cpok ronHocts 2 years /2 roga

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumevanue: IMpoaykT cooTBETCTBYET TpeGOBAHHSIM HJI 3axkmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Hopgrotosneno: IIposepewo: Onobpeno: Menemiep / Pykosoautens
M,amscl}__"Shanna P Himesh KW Pawan Kumar %

Print Date / Print Date / Print Date / ’

Hara: 03.12.2021 Hara: 03.12.2021 Hata: 03.12.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2300, Fax: +91 40 4900 2959, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




