Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATTIU3A
Product : Nise gel
poayxr Haii3®, rens fns HapyxHoro npimMenenus 1%
Batch No / 1 V210657 Batch Quantity / : 56,390.000 units /
|Cepua Ne O61em mapTHH 56,390.000 eanHuL
Analytical Report No / : 890001530100 Date of Analysis / : 24.06.2021
AHaaHMTHYeCKHii oTyeT Ne ~ |[aTa ananu3za
Date of Manufacture / : Jun.2021 Date of Expiry / : May.2023
Jlata npon3BoaCcTBa Tonen go
Analysis performed according ND / Asanns nposenen mo HJI: TT N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

o

|
|

Test / TInkazaTenk
1 Description / Unucanue

2 |Identification by HPLC /
[ToanHIOCTL

'Resnlt / PexymhTaTh

MOCTOPOHHHMX YaCTHLL.

Complies as prescribed /
CooTbercTpyeT
TpeGoBaHHAM

3 | Weight of package content [20g/20T
Macca cogepxumoro
ynakoBkH

1 loimogenous yellow transpatrent gel
free, fram particnlnte matter /
Opropo LIt npo3pariiLiii rejaw
HKENITOro LBeTa, CBoOOHbIH OT

Specificatinn / Hopma

1lomogenous light yellow o yellow
tranaparent gel, free fram partionlnto matior
/' O@HOpOAHBINM MpO3pauHblii reas OT
CBETJIO-KENTOTO O JKEITOrO  LIBETA,
CBOOOIHbIA OT MOCTOPOHHMX 4aCTHLL.

The retention time of the major peak in the
chromatogram of the sample preparation

icorresponde  to  that in the standard
preparation under assay / Bpewms
OCIIOBIOr0  [MKa 1

lyaepIHBalIHS
XPUMAID] PAMME  HULBII YEMUIL  Dds LBUDA
LLOJDKHO COOTBETCTBOBATb BPEMEHH
yIepKMBaHHS [HKa Ha XpoMarorpamme
CTaHJApTHOrO  pacTBopa  HMMECYyJuja
(paanen «KOJTHYECTBEHHOE ONPENLICHHE»)
In according to Rus. Ph Not less than
120.0 g / B cooTBETCTBMH C TPELOBAHHIMH
[® P®. He menee 20,01

3.7

| Between 4.6and 6.0/014,6 106,0

Remnan ks . The Product confuius o ND/
Ilpumeyanue: [IpoayKT COOTBETCTBYET TpebosanuaM HI

Cundclusion : AFFROVED /
3axmoyenue: OJJOBPEHO )
Approved by: Manager/Executive /

Prepared by / Checked by /
[ToaroroBneHo: Iposepeto: OpobpeHo: Meuemkep / PYKOROAWTEND
Pardeep Kumar C_‘[___'_ Himesh W Manoj Kumar ]J&l‘
= ) ;o
Print Date / Print Date / Print Date /
Jara: 24.06.2021 Jara: 24.06.2021 Jara: 24.06.2021

Repistered Offics 8237, Ruvud Neo 3, Tanjara T, Tlgadenabigd - 5000348, A P, Tl
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: muil@dmeddys.com
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJTU3A

Product : Nise gel
Mpoaykr : Haiia®, rens A5 HApykHOro NpraMeHeHus 1%
Batch No / 1 V210657 Batch Quantity / : 56,390.000 units /
CepnaNe O61em napTHU 56,390.000 eaMHAL
Analytical Report No / : 890001530100 Date of Analysis/ : 24.06.2021
AHaJMTHYecKHii oT4eT Ne ) Jara ananusa
Date of Manufacture / : Jun.2021 Date of Expiry / : May.2023 T
Jata npou3BoAcTBa I'onen oo I

Analysis performed according ND / AHau3 npoBeAeH mo
from 16.09.2020 / n3m. Ne 1 ot 16.09.2020)

BUI: [T NO12824/02-100320 (amend Ne 1

5

Related substances /PoacTBeHHbIE TPUMECH

8) Highest individual
unknown impurity /
Enununynas
HeuneHTU(UuIUpOBaHHas
NpHMECH

9) Total impurities /
Cymma npumecei

1) Impurity A / [Ipumecs A Not Detected 1) Not more than 0.2 % / ue 6onee 0,2 %
2) Impurity B / ITpumecs B Less than LOQ (0.04%) 2) Not more than 0.2 % / He bosiee 0,2 %
3) Impurity C / ITpumecs C S 3) Not more than 0.2 % / ue 6onee 0,2 %
ot Detecte
4) Impurity D / ITpumeck D ot 1 5) Not more than 0.2 % / He 6onee 0,2 %
2 ot Detecte
6) Impurity E / [lpumecs E 5) Not more than 0.2 % / ne 6osee 0,2 %
Not Detected
7) Impurity F / TIpumecs F Rksstels 6) Not more than 0.2 % / ue 6onee 0,2 %
Not Detected

Less than LOQ (0.1%)

Less than LOQ

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

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

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
TIpumeuanue: [IpOAYKT COOTBETCTBYET tpeboBaHusM HJT 3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToAroTOBJEHO: . [1poBepeHo: o~ Ono6pero: Menemxkep / PykQBOAHTENDb
Pardeep Kumar (._:1____, Himesh W’ Manoj Kumar M/

Print Date / Print Date / Print Date /

Jlara: 24.06.2021 Jlara: 24.06.2021 Jara: 24.06.2021
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CERTIFICATE OF ANALYSIS

AHaauTHyeckuii oTyeT Ne

CEPTUOUKAT AHAJTU3A
Product : Nise gel .
HponywsTr Hiin®), rent ins napyaciioro npuMenciis 1%,
Datoh Nu / » V210657 Butuls Quuntity / : 56,390.000 unite /
Cepun Nu Ofihem naprum 56,390.000 ejuHni
Analytical Report No / : 890001530100 Date of Analysis / : 24.06.2021

JlaTa anaju3a

Date of Manufacture /
JlaTa npon3BOACTBA

: Jun.2021

Date of Expiry /
Togen o

: May.2023

Analysis performed according ND / AHa;iu3 npoBefeH no HJI: 11 N012824/02-100320 (amend Ne 1
o 16.09.2020 / wsw. M L ot 18.09.2020)

6 | Microbial limits /

MukpobHosiornyeckas
uMCTOTA

O61iee 4MCIO ad3POOHBIX
MHUKPOOPTraHM3MOB

Total combined yeast and
molds count / Qb6uiee yuco
INPONOKEBBIX W MJIECHEBBIX
rpubon

Jauus

P.aeruginosa

Total aerobic microbial count

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

[.ess than 10 CFU/g/
Menee 10 KOE/A

Abseatin 1 ' Ouwyranyn o L
Absent in 1 g/ OTcyTcTBYET B IT

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

Not more than 10 CFU/g/
He Gunee 10 KOE/

Fhould abaeul in 1 g Qreyicione w h

Should absent in 1 g/ OTcyTCcTBME B IT

7 | Assay / KonnuecTBeHHOe
onpenenenue

10.14 mg/ 10.14 mr

Not less than 9.0 mg and not more than
11.0 mg of Ci3H12N205S Nimesulide in
lone gram of gel. /

ot 9,0 1o 11,0 mr Ci3H12N2Os8
(HuMecynuaa) B 1 r npenapaTa

Remarks : The Product conforms to ND/
Ipumeyanue: [IpoayKT COOTBETCTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axarouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroToBeHo: = ITpoBepeHo: — Ono6peno: Menenxkep / PykoBoauTeb
Pardeep Kumar CL/M Himesh Kw//f' Manoj Kumar ( -

Print Date / Print Date / Print Date /

Ilara: 24.06.2021 JlaTa: 24.06.2021 Jata: 24.06.2021
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product : Nise gel
Mpoaykr : Haiis®, reib 415 HAPYKHOO npuMeHenua 1% o o i
Batch No/ : V210657 Batch Quantity / : 56,390.000 units /
Cepus Ne O6nemM NapTHH 56,390.000 eauHHL
Analytical Report No / : 890001530100 Date of Analysis / 1 24.06.2021
AHanuTHYecKHi oT4eT No JlaTa aHaau3a
Date of Manufacture / : Jun.2021 Date of Expiry / : May.2023
JlaTa nMpoOM3BOACTBA Tonex a0
Analysis performed according ND / Ananu3 nposeieH no HJI: TT1N012824/02-100320 (amend Ne 1
from 16.09.2020 / uam. Ne 1 ot 16.09.2020)

8 |Package / Ynakoska 720 g in a laminated aluminum tube |20 g, 50 g or 100 g in a laminated

| eequipped with tamper-evident
membrane. | tube and patient
information leaflet in a carton. /
1o 20 1 B 1yCy M3
NaMHMHMPOBAHHOTO AIIOMUHHS,
CHAMKEHHYIY MeMOPAHNH nns

Tybe B nauky KapTOHHYIO C
MHCTPYKUHMEN N0 NPUMEHEHHIO

\koHTpONs ncpBoro Bekpbiths. [To 1 [ncpBoro BCKPBITHA. ITo 1 Tybc B mauky

aluminum tube equipped with
tamper-evident membrane. 1 tube and
atient information leaflet in a carton. /
[To 20 1, 50 1 s 100 1* b 1yGy HY
JIaMHHHPOBAHHOTO ANIOMHHHS,
IcHAMKEHHYIY MEMODAHNHA N8 KOHTPONA

KapTOHHYIO C HHCTPYKLHEH no
[IPUMEHEHUIO

0 |Labeling / MapkupoBka _|According to ND /B cootserctauu ¢ HIL
?laj-St—dfagé conditions/ At temperature below 25 °C. Do not freeze. / Ilpn Temueparype He sbiwe 25 °C.
Xpanenue He 3amopaxuBaTe.

11 |Shelflife / Cpok roaHocTH 2 years / 2 rona

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
INpumeuanne: IIpoAYKT COOTBETCTBYET tpebosannsiv HII Zaksoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loAroToBneHo: \ IMposeperio: .| Onobpeno: Menemxkep / PyxoBoanTens
Pardeep K Himesh W Manoj K

ardeep Kumar (J_/ imes , anoj Kumar y
Print Date / Print Date / Print Date /
Iara: 24.06.2021 Jlata: 24.06.2021 Iata: 24.06.2021
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