Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHATTU3A
Product : Nise gel
IMpoaykr : Haii3®, rens 1uig HapyxHoro npuMesedus 1%
Batch No / : V210697 Batch Quantity / : 22,648 units /
Cepna Ne O0bem naprTun 22,648 enunuy
Analytical Report No / : 890001531683 Date of Analysis / : 30.06.2021
Anaautudeckuii oruer Ne Jara anaansa
Date of Manufacture / : June.2021 Date of Expiry / : May.2023
JaTa npoussoacTea Togen no

Analysis performed according ND / Anann3 nposeaen mo H/I: TIN012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

Nv | Tesl / TToxasareis

Result / Pesyiibrars

Specification / Hopma

1 |Description / Ouncanue

Homogenous iransparent light
vellow gel free from particulate

Homogenous  light  yellow to  yellow
transparent gel, free from particulate matter

matter / OnHopoaHslit npo3paunblil |  OpHOpoAHBIA npo3paddblil renb  OT

I'CJ1b XKEHTOIO UBETA, CBOLOAHBIA OT CRETIO-KENTOrO [0  KEJITOro LBETA,
MOCTONOHHWX YACTUT]

!rnnﬁn,mmi‘f OT TORTOPOHHWX YACTHT]

2 |Identification by HPLC /

Complies as prescribed /

| The retention time of the major peak in the

[TonnuHHOCTH CoOTBETCTBYET ichromatogram of the sample preparation
TpeGoBaHHAM corresponds to that in the standard
preparation under assay / Bpems
YACPKHDBAIHSA  OCIIOBIIOTO  THKA 114
XpOMaTOrpaMMe HCIBITYEMOrO  pacTBOpa
H0JDIUIY COUTBUICILOLLTL UPLMUILY
YOOPIIIDAINIA Tk 1IQ  HPOMATOTPAMMO
CTAaHIAPTHOTO  pacTBOpa  HHUMeCyNujaa
l(paznen «KonuuecTBEHHOE ONPEACICHUE))
3 | Weight of package content 52g/52r ‘ In according to Rus. Ph..Not less than
Macca conepxKuMoro 50.0 g / B cooTBETCTBUH C TPEeOOBAHUSIMU
YOAKOBKM "D PD. He Meree SO0T
4 |pH 5.5 Between 4.6 and 6.0 / ot 4,6 10 6,0
5 Related substances /PoacTBeHHbIE TIpHMeECH
1) Impurity A / ITpumecs A Not detected 1) Not more than 0.2 % / He 6onee 0,2 %
2) Impurity B / IIpumecs B Less than LOQ (0.04%) 2) Not more than 0.2 % / ne bonee 0,2 %
3) Impurity C / [Ipumecs C Not Detected 3) Not more than 0.2 % / ne 6onee 0,2 %

Remarks : The Product conforms to ND/

Ipumeuanne: Ilpoaykr coorsercTByeT Tpebosanusm HJ

Conclusion : APPROVED /
3axkmouenne: OJOBPEHO

Prepared by / M Checked by / Approved by: Manager/Executive /
IloarorosneHo: ITpoepeHo: _ Opnobpeno: Menexep / Pykosonurens
Ramakant Pardeep Kumar (DL Manoj Kumar (M

Print Date / Print Date / Print Date /

Hara: 07.07.2021 Hara: 07.07.2021 Hara: 07.07.2021
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Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTU®PUKAT AHAJIU3A
Product : Nise gel
Hpoaykr : Haiis®, renb Ang Hapy*kHOro npuMeHenus 1%
Batch No/ : V210697 Batch Quantity / : 22,648 units /
Cepus Ne O6beM napTHH 22,648 eguHuL
Analytical Report No / : 890001531683 Date of Analysis / : 30.06.2021
AHaJIHTHYECKHH 0TYeT N JaTa anaausa
Date of Manufacture / : June.2021 Date of Expiry / : May.2023
JlaTa Ipou3BOACTBA T'ogen no
Analysis performed according ND / Ananu3 nposeges mo HJI: [1N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3am. Ne 1 ot 16.09.2020)

4) Impurity D / Tlpumecs D Not Detected 4) Not more than 0.2 % / ve 6onee 0,2 %
5) Impurity E / IIpumecs E Less than LOQ (0.07%) 5) Not more than 0.2 % / He 6onee 0,2 %
Not Detected

6) Impurity ¥ / TIpumees F 6) Mot more than 0.2 % / nie 6onec 0,2 %

7) 1liglest individual U.11% Ty Mot wee i 0.2 % /e twoiies 07 %
unknown impurity /
Enunuydnas
HeUAeHTH UL POBaHHAsS
npUMECh
0.1%

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

Cymma npumeceii

6 Microbial limits /

Mukpofuonorudeckas

YKCTOTA

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

/ OfLiee yucTo ANOAHKK Menee 10 KOE/r He 6onee 100 KOE/r

MHKPOOPTaHH3MOB

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

molds count / Obuiee 9ucio Menee 10 KOE/r He 6onee 10 KOE/T

UIPOMOKEBBIX M TIIECHEBBIX

rpuOoB

S.aureus Absent in 1 g/ OrcyrctByer B It [Should absent in 1 g/ OtcytctBue B 1r

|

[P.aeruginosa Absent in 1 g/ Otcyretsyer B Ir  Should absent in 1 g/ OtcyTeTBHe B Ir
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeuanne: [IpoayKT cooTBETCTBYET TpeboBaHusaM HJI 3axmovenue: QJJOBPEHO
Prepared by / \L\ Checked by / Approved by: Manager/Executive /
[MoarorosneHo: @Alﬂl IIpoBepeHo: . Ono6peno: Menemkep / Pykosoaurens
Ramakant / Pardeep Kumar r_—_:f’:’ Manoj Kumar E g g
Print Date / Print Date / Print Date /
Jara: 07.07.2021 Hara: 07.07.2021 Jara: 07.07.2021
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Dr.Reddy’s ‘,’:‘

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAITU3SA
Product : Nise gel
IIpoayxr : Haiis®, rens as Hapy)XHOro npuMeHeHus 1%
Batch No / : V210697 Batch Quantity / : 22,648 units /
Cepus Ne O0BbeM MApTHH 22,648 equHuIl
Analytical Report No / : 890001531683 Date of Analysis / : 30.06.2021
AHajquTnyeckuii otuer Ne Jara anannsa
Date of Manufacture / : June.2021 Date of Expiry / : May.2023
JaTta npou3BoACTBA I'oxen o
Analysis performed according ND / Anann3 nposenen nmo HJI: [T N012824/02-100320 (amend Ne 1
from 16.09.2020 / uam. Ne 1 ot 16.09.2020)

7 | Assay / KoauuecTBeHHOE 10.02 mg/ mr Not less than 9.0 mg and not more than
orpeeneHye 11.0 mg of Ci3H12N20sS Nimesulide in
one gram of gel. /

oT 9,0 pi(e] 11,0 MI C13H12N2058
(Humecynuza) B 1 r npenapara

8 |Iackage / Ynaroska 5U g n a laminated aluminum tubc| 2U g, 3U g ot (U0 g In a laminated
equipped  with  tamper-evident !aluminum tube equipped with
membrane. 1 tube and patienttamper-evident membrane. 1 tube and

funativi leallel 1 a catton, / paticnt information leaflet in a carton. /
Ho 50 v Ry  mTTn 201, 30 rumm 100 r s YOy W3
JIAMUHUPUBAHHUL U AIUMAHN, JIAMAHNPUBAHHUL O AIFOMYHUA,

cHaOxeHHyr0  MeMOpaHoll — Ans iCHa6)KeHHy}O MeMOpaHOU AJi1s KOHTPOJIA
KOHTPOJISl NepBoro BCKpbIThA. 1o linepBoro BckpeiTHA. 1o 1 Ty6e B nauky
Ty0e B TNauKy KapTOHHYIO CKapTOHHYIO C MHCTPYKLHEH IO
MHCTPYKL¥EH 110 IPUMEHEHHNIO PUMEHEHHIO

9 |Labeling / Mapxuporka According to ND / B cootBetcTBUU ¢ H/J

10 | Srorage condidons / At temperatute below 25 L. Do hot freeze. / TIpu remitepalype He Bolite 25 *C.
XpaHeHue He 3amopaxuBars.

L1 |Shelflife / Cpok rogHoctd 2 years / 2 rona

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Tponykt cootBeTcTBYeT TpeOoBaHuaM HJT 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[TogrorosneHo d' IIposepeHo: Onobpeno: Menemxep / PykoBoauTens
Ramakant Pardeep Kumar ()t# ) Manoj Kumar g ) é
Print Date / Print Date / Print Date /
Hara: 07.07.2021 Hara: 07.07.2021 Hara: 07.07.2021
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