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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTUSA
Product : Nise gel
Hpoaykr : Haii3®, rens 1nia Hapyx)HOro npumeHeHns 1%
Batch No / : V220062 Batch Quantity / : 22,667 units /
Cepus Ne O6bem napTun 22,667 envHuLL
Analytical Report No / : 890001570628 Date of Analysis / : 31.01.2022
AHanuTHYeCKH# oTueT No JlaTa aHanH3a
Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JaTta npon3BoacTBa TI'onen no
Analysis performed according ND / Ananu3s npoexen mo HJI: [1N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3mM. Ne 1 ot 16.09.2020)

Ne | Test / ITokasaTens

Result / PesynbTatsl Specification / Hopma

1 | Description / Onucanue

Homogenous transparent yellow gel Homogenous light yellow to yellow
free from particulate matter /  transparent gel, free from particulate matter
OnHopoaHblii npo3paunbiid rens /  OJHOPONHBIA NPO3pa4Hblid  rejib  OT
JKEJITOrO LIBETA, CBOOOIHBIN OT  CBETJIO-KENTOr0 A0 JKENTOro  LIBETa,
HOCTOPOHHUX HACTHLI. CBOGOMHBIM OT MOCTOPOHHUX YACTHLI,

2 | Identification by HPLC/
[TonnuHHOCTD CoOTBETCTBYET

TpeboBaHUIM

Complies as prescribed /

| The retention time of the major peak in the
chromatogram of the sample preparation
corresponds to that in the standard
preparation under assay / Bpems
\yAepXKUBAaHUS  OCHOBHOTO  MHKa  HAa
XpPOMAaTorpaMMe HCIBITYEMOro pacTBOpa
OJDKHO COOTBETCTBOBATH BpEMEHH
YAEpXKHBAHUS THKA Ha XpomarorpaMmme
CTAHJApPTHOrO  pacTBopa  HUMECYIMIa
(pazmen «KomHuecTBeHHOE ONPEEICHHEN)

3 | Weight of package content 51g/5lr

Macca couepxKIUMoro
] yTIaKOBKU

In according to Rus. Ph.Not less than
50.0 g / B cooTBeTCTBUH C TpeOOBaHUIMHU
['® P®. He menee 50,0

i

54

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

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Tpoaykr cooTBeTcTBYET TpeboBanusaM HJI 3axmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorornexo; \J IIposepeHo: Onobpeno: Menemkep / PykoBonnTess
Ramakant QlLL\:&/ Himesh W Manoj Kumar (%

Print Date / Print Date / Print Date /

Hata: 31.01.2022 Hara: 31.01.2022 Jara: 31.01.2022

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




@e
Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAITUSA
Product : Nise gel
Ilpoaykr : Haii3®, rens s HapyKHOro NMpUMEHEHHS 1%
Batch No / : V220062 Batch Quantity / : 22,667 units /
Cepust Ne O6beM NapTHH 22,667 epuHnly
Analytical Report No / : 890001570628 Date of Analysis / : 31.01.2022
AHajguTHiecKui oTyeT No Jarta anajuza
Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JlaTa npou3BoOACTBA I'open a0

Analysis performed according ND / Anasu3 nposeaen no HJI: IIN012824/02- 100320 (amend Ne 1
from 16.09.2020 / n3m. Ne 1 ot 16.09.2020)

5 | Related substances /PoncTBeHHbBIE IPUMECH

1) Impurity A / IIpumecs A

Not Detected

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

2) Impurity B / [Ipumecs B

Less than LOQ (0.04%)

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

3) Impurity C / [Ipumecs C

Not Detected

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

4) Impurity D / TIpumecs D

5) Impurity E / [Tpumecs E

6) Impurity F / [Ipumecs F

7) Highest individual
unknown impurity /
Enunnunas
HeuZeHTUpHLUUPOBaHHAS
puMech

8) Total impurities /
CymMa nmpumeceii

Not Detected

Less than LOQ (0.07%)

0.09%

Less than LOQ (0.1%)

0.1%

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

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

6) Not more than 0.2 % / ne 6o1ee 0,2 %

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

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

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [TpoaykT cooTeTcTByeT Tpebosannam HJT 3axmiouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oaroroBneHo: \}d\' [TposepeHo: Opobpeno; Menemxkep / PykoBoaiTesib
Ramakant Himesh W Manoj Kumar @ L’E“,{é'/
Print Date / Print Date / Print Date /

JlaTa: 31.01.2022 JHata: 31.01.2022 Hata: 31.01.2022
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHATTU3A
Product : Nise gel
Hpoayxr : Haiiz®, rens 1 HapykHOro npumeHenus 1%
Batch No / 1 V220062 Batch Quantity / : 22,667 units /
Cepust No O6beM napTuu 22,667 epHHNL,
Analytical Report No / : 890001570628 Date of Analysis / : 31.01.2022
AHaJxuTHYeCKHIii oTueT No JlaTa anajgu3za
Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JlaTa npon3BoacCTBa T'open po
Analysis performed according ND / Ananu3s nposegen no HJI: TTN012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

6 Microbial limits /

Mukpobuonoruyeckas
4UCTOTA

Total aerobic microbial count
/ O611ee uncio aspodHbIX
MHKpPOOPTaHU3MOB

Total combined yeast and
molds count / O6lee uucio
POXOKEBBIX U MITECHEBBIX
rpuboB

S.aureus

P.aeruginosa

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

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

Absent / OTCyTCTBYET

Absent / OtcyrcTBYET

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/ OtcyrcTBHE B IT

Should absent in 1 g/ OTcytcTBHE B 1T

7 | Assay/ KonnuecTBeHHOE
oTIpe/ieNeHIe

10.20mg / 10.20 Mr

Not less than 9.0 mg and not more than

11.0 mg of C13H;2N205S Nimesulide in
one gram of gel. /

ot 9,0 10 11,0 mr C13H12N205S
(auMecynuza) B 1 r penapara

Remarks : The Product conforms to ND/
Ipumeuanne: [TpoaykT cooTBeTCTBYET TpeboBanysM HJT

Conclusion : APPROVED /
Zaxmouenue: OJJOBPEHO

Prepared by / . Checked by / Approved by: Manager/Executive /
[ToarorosneHo: [IposepeHo: Onobpeno: Menepxep / Pyxorgaureis
Ramakant ) HimeshW Manoj Kumar k\_ o j

Print Date / Print Date / Print Date /

Jata: 31.01.2022 Hara: 31.01.2022 Jara: 31.01.2022
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHATTU3A

Product : Nise gel
ITpoaykr : Haii3®, renb A HapyxHOTo npumererns 1%

Batch No / : V220062 Batch Quantity / : 22,667 units /
Cepus Ne O0bem mapTun 22,667 equHuUIg
Analytical Report No / : 890001570628 Date of Analysis / : 31.01.2022
Ananurudeckuii oruer No JlaTa aHanu3a

Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
HdaTa npon3BoACTBa T'onen no

Analysis performed according ND / Ananu3 nposeaes mo HJI: TIN012824/02-100320 (amend Ne 1
from 16.09.2020 / u3M. Ne 1 ot 16.09.2020)

8  [Package/ Vnaxoska 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 patient tamper-evident membrane. 1 tube and

information leaflet in a carton. / patient information leaflet in a carton. /
Ilo 50 r B Ty6y w3llo20r, 50 ruwm 100 r B TyOy U3
TaM HHHPOBAHHOTO ANIOMUHMUS, TaMHHHPOBAHHOTO aMOMHHH,

cHaOKeHHYI0O  MemOpaHoW s cHabXKeHHYIO MeMOpaHoii /il KOHTPOJIs
KoHTpous iepBoro BekphiTHsl. [To 1 nepBoro Bekpeitus. [To 1 TyGe B navuxy
Ty0e B TayKy KapTOHHYK C KAPTOHHYIO C HHCTPYKLHEH M0
HHCTPYKLIUEH 10 IPHMEHEHHIO NPUMEHEHHIO

9  |Labeling / MapkupoBka According to ND / B coorsetctByu ¢ HJ{

10 | Storage conditions / At temperature below 25 °C. Do not freeze. / IIpu Temnepatype He Bbliue 25 °C.
XpaHeHue He 3aMopaxuBark.
11 | Shelflife / Cpok ronHocTn 2 years / 2 roga ) B
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: IIponykt cooTBeTcTBYET TpeboBanusam HJI 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IoarorosneHo: M/tﬁ' IIporepeno: OnobpeHo: Menemxep / PykoBoanTeb
Ramakant / Himesh W Manoj Kumar & u.-ﬁ
o - gzt
Print Date / Print Date / Print Date /
Harta: 31.01.2022 Hara: 31.01.2022 Hara: 31.01.2022

Registered Office: 8-2-337, Road No. 3, Bahjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




