Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHATIN3A
Product : Nise gel
Hpoaykr Haiiz®, reb it Hapy)HOro npuMeHeHus 1%
Batch No / : V210080 Batch Quantity / : 22,754 units /
Cepust Ne O6bem mapTuu 22,754 epunuil
Analytical Report No / : 890001505916 Date of Analysis / : 16.02.2021
AHajiuTHYeCKHi oTyeT No Jara ananausa
Date of Manufacture / : Jan.2021 Date of Expiry / : Dec.2022
JaTa npon3BoAcTBa I'ogen 1o
Analysis performed according ND / Ananu3 nposegen no HJI: TIN012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

| Ne

Test / IToxaszarens

Result / PesynbTathl

Specification / Hopma

1 |Description / Onucanue

Homogenous light yellow
transparent gel free from particulate
matter / OHOPOJHBINA MPO3paqHbI A
reib JKeJNTOro 1BeTa, CBOOOAHEIT OT

TTOCTOPOHHHX YaCTHIL.

Homogenous light yellow to yellow
transparent gel, free from particulate matter
/ OmHOpPOAHBIA Tpo3pauHblii reip OT
CBETIIO-KENTOr0 O OKEJNTOro  1BETA,
cBODOAHDIH OT MOCTOPONITHX YACTHLL.

%)

Identification by HPLC /
[ToJIHHHOCTH

Complies as prescribed /
COOTBETCTBYET
TpeOOBaHUSIM

The retention time of the major peak in the
chromatogram of thc sample preparation
corresponds to that in the standard
preparation under assay / Bpewms
YIEPKMBAHWS ~ OCHOBHOTO — NHMKa  Ha
XpOMaTOrpaMMe HCIBITYEMOTO  pacTBOpa
TOTDKHO COOTBETCTBOBATh BPEMEHH
yIepKMBAHWS TIMKAa Ha XpoMarorpaMmme
CTaHMApTHOIO  pacTBOpa  HHUMECYJHAA
(pasnen «KonnyecTBEHHOE ONpeACICHUEN)

3 | Weight of package content
Macca conepXkumMoro
[yIaKOBKH

51g/5lr

In according to Rus. Ph..Not less than
50.0 g / B coorseTcTBUH ¢ TpeOOBaHUAMHU
['® PD. He menee 50,0

4 pH

S5

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

5 | Related substances /PoacTBeHHEBIE IPUMECH

1) Impurity A / IIpamecs A

Not detected

1) Not more than 0.2 % / He 601ee 0,2 %

?) Impurity B / Ilpumecs B

BDL (Disregard Area 3957)

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

3) Impurity C/ IIpumecs C

Not detected

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

Remarks : The Product conforms to ND/
ITpumeuanne: [TpogykT cooTBeTcTBYET TpeboBannsaM HJ|

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[TopraroRnenQ: lipoBepeHno: \ Qnobpeno: Mengprep / Pyxonogmrent
Fujul \‘L__LL‘\C{;J/ il Etn_\fl_‘!_  — Ay Bhormu CK

Print Date / Print Date / Print Date /

Hara: 16.02.2021 Jarta: 16.02.2021 Jlara: 16.02.2021
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANTUSA
Product : Nise gel
INpoaykr : Haiis®, renb Ans Hapyx)HOro npumenedus 1%
Batch No / : V210080 Batch Quantity / : 22,754 units /
Cepns Ne O0BeM napTum 22,754 enuHuiy
Analytical Report No / : 890001505916 Date of Analysis / : 16.02.2021
AHaauTHYecKHH oTyeT No JlaTa aHanu3a
Date of Manufacture / : Jan.2021 Date of Expiry / : Dec.2022
JlaTa npou3BOACTBA T"open po
Analysis performed according ND / Ananu3s nposenen no HJI: TTN012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

1) Impurity D / ITpumecs D Not Detected 4) Not more than 0.2 % / He bonee 0,2 %
5) Impurity E / ITpumecs E Not Detected 5) Not more than 0.2 % / e 6osee 0,2 %
6) Impurity F / [Ipumecs F 6) Not more than 0.2 % / ue 6onee 0,2 %
Not Detected
7) Highest individual Less than LOQ (0.1%) 7) Not more than 0.2 % / He 6onee 0,2 %
unknown impurity /
EnuHuynas
HEWEHTH(DULUPOBaHHAs
IpUMech
8) Total impurities / Less than LOQ ®) Not more than 1.5 % / He 6onee 1,5 %
CymMa IiprMecei

6 Microbial limits /

MuxpoGuonoruyeckast

YHCTOTA

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

Ob1ee uicno a3podHbBIX Menee 10 KOE/r He 6onee 100 KOE/r

MMKPOOPraHU3MOB

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

molds count/ Obuiee 4uciIO Menee 10 KOE/r He 6onee 10 KOE/r

IPOOKEBBIX H TIECHEBBIX

rpubOB

S.aureus Absent in 1 g/ Orcyteteyer B It [Should absent in 1 g/ OtcyTcTBre B 1r

P.aeruginosa | Absentin 1 g/ Orcyrcteyer B Ir  [Should absent in 1 g/ OtcyTcTBue B 1r
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeyanne: [Iponykr cooTBeTcTByeT TpeboBanusM H/I 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToAroToBAEHO: [IpoBepeHo: Onobpeno: Me cep / PykoBoautens
Kajal \L&o\ 5 Himesh M/’_c Ajay Sharma @'
Print Date / Print Date / Print Date /
Jara: 16.02.2021 Hara: 16.02.2021 Jara: 16.02.2021
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATIU3A
Product : Nise gel
Iponykr : Haii3®, reap ans HapyxkHOro npumeHeHus 1%
Batch No / : V210080 Batch Quantity / : 22,754 units /
Cepus Ne O6bem mapTHu 22,754 enuHui
Analytical Report No / : 890001505916 Date of Analysis / 1 16.02.2021
AnanuTHYecKHH oTueT No JlaTa ananu3a
Date of Manufacture / : Jan.2021 Date of Expiry / : Dec.2022
Jlara npousBoacTBa I'onen oo
Analysis performed according ND / Ananu3s nposeaen nmo HJI: I1N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

7 Assay / KonuuectBeHHOE ' 9.88 mg/9.88 mMr [ Not less than 9.0 mg and not more than |
onpeJeieHHe 11.0 mg of C;3H12N»05S Nimesulide in
one gram of gel. /

OoT 9,0 a0 11,0 MI C13H12N2058
(HuMecynuja) B 1 r npenapara

® | Package / Ynakorka 50 g in a laminated alaminum tube|20 g, 50 g or 100 g in a laminated
equipped  with  tamper-evident aluminum tube equipped with
momhrana. 1 tube and patienttamper evident membrans. 1 tube and
information leaflet in a carton. / patient information leaflet in a carton. /
Mo 50 r B Tydy m3|[lo20r,50r wiwm 100 r B TYOY 13
NaMHMHMPOBAHHOTO AMOMUHMS, [TAMHHEPOBAHHOT'O ATIOMHHUS,
cHabkenHyr0o  MeMOpaHolt st cHabXeHHYI0 MeMOpaHoH JUist KOHTPOJIs
KOHTpoIs mepBoro BckpriThs. 1o 1|mepsoro Bekpritha. ITo 1 Ty6e B mauky
1ybe B TAYKy KapTOHHYIO C|KApTOHHYIO ¢ HHCTPYKUMCH 1o

| ‘ HHCTpPYKUMEH O TPUMEHEHHUIO NnpUMeHEeHHIO

Y | Labeling / Mapkuposka According to ND / I3 coorsercrsum ¢ 11}

10 . Storage conditions / At temperature below 25 °C. Do not freeze. / [Ipu Temnepatype He Bblle 25 °C.
?(paHeHHe He 3amopaxuBarts.
|

11 |Shelflife / Cpok rognoctd 2 years / 2 roga

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusam HJI 3aknmoyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MonroroBneHQ: [TpoBepeno: Opobpeno: Men xep / PyxoBoauTeis
Kajal \LQ?\C@/ Himesh 1@@:1_7\3/9 Ajay Sharma | |

Print Date / Print Date / Print Date /
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