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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

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

CEPTUDUKAT AHAITU3A Distt. Solan, H.P., 173 205, INDIA
Tal - 407 GRAEE SA0N1-N7T R

Product Nise gel www.drreddys.com
IIpoaykr Haiis®, rens 4515 Hapy:;kHoro npuMeHenus 1%
Batch No / : V211277 |Batch Quantity / : 22,686 units /
Cepust Ne O0beM napruu 22,686 equnuly
Analytical Report No / : 890001559734 Date of Analysis / : 08.12.2021
AHanHTadeckuii oTyer No Jata ananusa
Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2023
Harta Tpou3BoacTBa T'open mo
Analysis performed according ND / Ananun3 nposegen mo HJI: ITN012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

No | Test / Tlokazarers Result / Pe3ybTaThi Specification / Hopma
1 Description / Onucanue Homogenous transparent yellow gel Homogenous light yellow to yellow |
free from particulate matter /  transparent gel, free from particulate matter
Onnopoznnbiii mpo3pauHbii rens / OAHOPOAHBI NpO3pauHbll reab  OT
XKENTOro 1BETA, CBOOOAHBIA OT  CBETJIO-KENTOr0 [0 JKENTOrO  L(BETA,
IIOCTOPOHHHUX YACTHI{. CBODOZIHEIH OT MOCTOPOHHUX YACTHLL.
2 | Identification by HPLC / Complies as prescribed / The retention time of the major peak in the
[TonnuuHOCTE CoOTBeTCTBYET chromatogram of the sample preparation
TpeGoBaHHAM corresponds to that in the standard|
preparation under assay / Bpems
YAEpXMBaHUS ~ OCHOBHOTO  IIMKA  Ha
XpOMAaTorpaMMe MHCIBITYEMOrO0  PacTBOpa
TOKHO COOTBETCTBOBATH BpEMEHU
YIOEePXXKMBAHUS DNHMKA HAa XpOMAarorpamme
CTAaHJapTHOrO  pacTBOpa  HHMeCyIHaa
| . (pasnen «KonyecTBeHHOE ONpeieneHHe»)
3 | Weight of package content Slg/5lr In according to Rus. Ph..Not less than
Macca conepKUMoro 50.0 g / B cootBeTcTBHU ¢ TpeOOBaHHAMHU
YNaKOBKH ['® P®. He menee 50,0
4 |pH 5.6 Between 4.6 and 6.0 / ot 4,6 10 6,0 ]
5 | Related substances /PoacTBeHHbIE TpUMECH

1) Impurity A / Ilpumece A

Not Detected

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

2) Impurity B / I[Tpumech B

Not Detected

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

3) Impurity C / ITpumecs C

Remarks : The Product conforms to ND/
IIpumeuanne: IIpoaykt coorBeTcTBYET TpeboBanmsam H]J

Not Detected

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO

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

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTosnexo: IIposepeHo: . | Onobpeno: Menemxep / Pykosoauress
Ankit ﬂ Himesh K%l/ ~ | Pavan Kumar Sharma _ ;:v—“:: =

L / = jj =
Print Date / Print Date / Print Date /
Hara: 08.12.2021 Hara: 08.12.2021 Jlata: 08.12.2021
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Tet++01 98166-56001-02

Product : Nise gel www.drreddys.com
Ipoxykr : Haiis®, resnb A5 Hapy)KHOro npumenenus 1%

Batch No / : V211277 Batch Quantity / : 22,686 units /
Cepng Ne O6BeM napruu 22,686 eauHny
Analytical Report No / : 890001559734 Date of Analysis / : 08.12.2021
AHanUTHYecKUuH oTyeT Ne JlaTa anaiu3a

Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2023
JlaTa yIpousBoAcTBa Tonen no

Analysis performed according ND / Ananus uposegen nmo HI: 11 N012824/02-100320 (amend Ne 1
from 16.09.2020 / uzm. Ne 1 ot 16.09.2020)

1) Impurity D / IIpumecs D Not Detected 4) Not more than 0.2 % / He bosnee 0,2 %
5) Impurity E / ITpumecs E Not Detected 5) Not more than 0.2 % / He 6o1ee 0,2 %
6) Impurity F / [lpumecs F Not Detected 6) Not more than 0.2 % / He 6onee 0,2 %
7) Highest individual Less than LOQ (0.1%) 7) Not more than 0.2 % / ne 6onee 0,2 %

unknown impurity /

Eaunnubas

HeuJeHTHGULHPOBAHHAS

pUMech

Less than LOQ

8) Total impurities / 8) Not more than 1.5 % / ne 6onee 1,5 %
Cymma npumeceit

6 Microbial limits /

Mukpobuonorayeckas

qHCTOTA

Total aerobic microbial count Less than 10 CFU/g/ Not more than 100 CFU/g/

/ Ob11ee YKo a3poOHBIX Menee 10 KOE/r He 6onee 100 KOE/r

MHKpPOOPTaHH3MOB

Total combined yeast and Less than 10 CFU/g/ Not more than 10 CFU/g/

molds count / O61ee yucio Memnee 10 KOE/r iHe 6onee 10 KOE/T

{TPO}OKEBBIX M MJIECHEBBIX

rpuboB

S.aureus Absent / OtcyTcTBYET Should absent in 1 g/ OtcyTcTBHE B 1T

P.aeruginosa Absent / OTcyTcTBYET Should absent in 1 g/ OrcyrcTBHE B 1T
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: Ilpoaykr coorBeTcTBYeT Tpeboranuam HJJ 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IonroTosneHo: IlposepeHo: Onobpeno: Menemxep / PykoBoaurens
Ankit (:4 Himesh @//—-":-‘ Pavan Kumar Sharma 2~ _
Print Date / Print Date / Print Date /
Hara: 08.12.2021 Hara: 08.12.2021 Hara: 08.12.2021
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
CERTIFICATE OF ANALYSIS  Vill. Khol, Nalagarh Road, Baddi,
CEPTUOUKAT AHAIMN3A Distt. Solan, H.P., 173 205, INDIA

Tel - +91 82166 56001-02

Ananvrudeckuii oraer No

Product  : Nise gel www.drreddys.com
Mpoxyxr : Halis®, reap 045 HapyxHOro npumeneHus 1%

Batch No / : V211277 'Batch Quantity / : 22,686 units /
Cepus No |O6bemM mapTuu 22,686 enuHuL
Analytical Report No / : 890001559734 Date of Analysis / : 08.12.2021

JlaTa ananu3a

JlaTa Npou3BoOACTBA

Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2023

T'open g0

Analysis performed according ND / Anann3 npoeaen mo H/I: IT N012824/02-100320 (amend Ne 1
from 16.09.2020 / uzM. Ne 1 ot 16.09.2020)

7 | Assay / KonnuecTBenHoe
onpeenenme

10.19mg/ 10.19 mr Not less than 9.0 mg and not more than
11.0 mg of C13H2N,>Os8 Nimesulide in
one gram of gel. /
toT 9,0 1o 11,0 Mr C;3H2N>OsS
(aumMecynuna) B 1 r npenapara
|

8 T’ackage / YniakoBka

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. /
Ilo 50 r B T1y6y wm3Mo20r, 50r umu 100 r B TY6Y U3
NaMUHUPOBAHHOTO AIIOMUHUS, JTAMHUHUPOBAHHOTO ATTFOMUHUS,

CHabxeHHyr0  MeMmOpaHOil  JuIst cHabXKeHHY0 MeMOpPaHOH A1 KOHTPOIA
KOHTpoJia nepBoro Bekpoitus. ITo 1 nepsoro Bckpbitus. Ilo 1 Ty6e B mauky
Ty6e B 1ayKy KapTOHHYI0 C KapTOHHYIO C HHCTpPYKLHE no
HUHCTPYKUUEHN 110 TPUMEHEHUIO MPHMEHEHHIO

9 | Labeling / Mapkupopka

According to ND / B coorBercTBiu ¢ HJI

10 | Storage conditions /
X paHeHne

At temperature below 25 °C. Do not freeze. / [Ipu Temnepatype He Bbilue 25 °C.
He 3amopaxuBarth.

11 [Shelflife / Cpok ronHocts

2 years /2 roga

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IponykT cootBeTcTByeT TpeboBanusam HJT 3akmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosiexo: [IpoBepeHo: Onobpeno: Menemxep / Pykogoaurens
Ankit & Himesh %‘L//— —— | Pavan Kumar Sharma 2 J_"nfj-"‘_'_'
Print Date / Print Date / Print Date / <

Hara: 08.12.2021 Hara: 08.12.2021 Hata: 08.12.2021
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