1)
Dr.Reddy’s €<

CERTIFICATE OF ANALYSIS
CEPTHOMKAT AHAINMM3A

Product : Mise gel
Mpoayer  : Haiiz®, rens 048 HapyikHOro npaMeserus 1%
Batch No / V210077 Baich Quantity / : 22,746 units /
Cepusn No Ofrem napTHe 22,746 eaunny
Analytical Report No / : 890001504439 Date of Analysis / : 08.02.2021
AHAaNHTHYECKHH oTaeT Nb JlaTa anaanza
Date of Manufacture / + Jan.2021 Date of Expiry / + Dec.2022
Jlara nponiBojicrea Togen oo ]

Analysis performed according ND [ Anann: nposenen no HIT: TINO12824/02-100320 (amend Ne |
from 16.09.2020 { uwam. No 1 ot 16.09.2020)

Test / Tokazarens

Result/ PeayasTatn

| Specification / Hopma

iNg

1 | Description / Onucanue

free from particulate matter /

WENTOrD IBETA, CRODONHEN OT
[ HUCTUPOIIMA HECTHLL

=T

TMoamHHHOCTE

2 Identhication hy HPILL/

{omplies as preseribed {
Co0TBETCTBYET
THRAAnATITNaN

Oanopoansii npospadnsii rens

Homogenous yellow transparent gel| Homogenous  light yc:]-l_ow to yellow

ftransparent gel, free from particulate matter
Opnopoaelii  npospaudwit  rens  oT

CBETNO-KEATOr0 10 JKeNToro  LUBETa,

OGO U7 HOCTOPOIIML HHeTHLL

“T'he retention time af the major peak in the
chromatogram of the sample preparation

voreanpands e that in the  standard
preparation  under  assay  / Hpews
JepwHBAHHA  OCHOBHOTO — MHka  Ha
NPOMATOTPAMME  MCTIRITYEMOTO  PACTROPA
O HE COOTEETCTBOBATE BpEMEHH

WACP#HHBAHHA THKA Ha  XpOMATOrpAMMC
CTAHAANTHOD pacTEopa HHMECYIHAA
(paznen «KonvyecTaeHHOE ONpeeneHnes:) |

3 Weight of package content
Macca coaepikuMoro

YTIAKOBKH

4 pH

5lg/Slr In according to Rus. Ph.Not less than
50.0 g / B cooroercToui © TpeboDaiHamH
I'® P&, He menee 50,0 r
5.6 Between 4.6 and 6.0/ or 4.6 go 6,0

5 |Related substances /PoncTeesHEle OpPHMECH

1) Impurity A / TTpumecs A

Not detected

1) Not more than 0.2 % / ve bonee (1,2 %

2y Impurity B / [Tpumecs B

BDL (Disregard Arca 4072)

2) Not more than 0.2 % 7 we Doanee 0,2 %

3} Impurity C / Tlpumecs C

Not detected

3) Not more than 0.2 % { ue Gonee 0,2 %

Remarks @ The Product conforms to ND/

ITpumeuanne: MNponykr cooteercTeyer Tpeforanysy HJ|

Conclusion : APPROVED /
Jakaouenne: QJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[NogroropneHo: [Ipopepeno: Opobpeno: Menemxep / Pygosoaurens
Suman Kumar ﬁ:,‘ Himesh ar Amit Kumar J\r-":_%:f

Print Date / Print Date / Print Date /

Hata: 08.02.2021 Hara: 08.02.2021 Hara: 08.02.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, India
Tel: 51 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com

CIN: LAS195AP19E4NLC00450 S
www.drreddys.com




Dr.Reddy’s ":".

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHANTU3A

Product  : Nise gel

Ipoaykr Haiiz®, rens ana HApYKHOTO NpuMeHensa 1%

Batch No / : V210077 Batch Quantity / : 22,746 units / ]
Cepus Ni Obbem naprun 22,746 eamuuL

Analytical Report No / : BO0001504439 Date of Analysis / : 08.02.2021
AHAJIHTHIECKHH 0THeT No JlaTa aHanuia

Date of Manufacture / : Jan.2021 Date of Expiry / : Dee 2022

JlaTa nponssoacTea Togen ao

Analysis performed according NI / Awanns nposeaen mo HI: [TN0G12824/02-100320 (amend Ne 1
from 16.09.2020 / n3m. Me 1 or 16.09.2020)

4) Impurity D / [lpumecs D

5) Impurity E / [lpumecs E

B) Impurity F / [Ipumeck F

7} Highest individual
unknown Imputity /

0.11%

Less than LOQ (0,07%)

Not detected

BDL (Disregard Area 4072)

Y Nol more Than T.T 7% 7 He Donee 0,7 %

15} Mot more than 0.2 % / ve Bonee 0,2 %

6) Not more than 0.2 % / ve Gonee 0,2 %

7) Mot more than 0.2 % / ve bonee 0,2 %

Ennrnusan
NpHMECH

B) Total impurities /
CyMMa IpuMeced

HEWAEH FHHHPUBEHEYY

0.1%

8) Not more than 1.5 % / we Gonee 1,5 %

6 |Microbial limits /

HHCTOTE

MHKPOOPraHH3MOR

MMukpobuonoruvyeckasn

Total acrobic microbial count
OBuwee YHeo aspodHBX

Total combined yeast and
molds count /. Ofmes uneno
NPOHHEBBIX H [1ECHEBEIX

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

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

rprboe
S.aureus Absentin 1 g/ OrcyreteyeT B Ir [Should absent in 1 g/ Otcyrersne B Ir
P.acruginosa Absent in | g/ Orcyrereyer & 1 Bhould absent in 1 g/ Oreyteraue B 1r

[Not more than 100 CFUjg /
He Bonee 100 KOE/r

Mot more than 10 CFU/g /
He Gonee 10 KOE/r

Remarks : The Product conforms to ND/
Ilpumeyanne: |1poayeT cootReTcTEYeT Tpedosannam HIT

Conclusion : APPROVED /
Jarmwyenne: OJJOEPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[NogroToeneno: 16/,-*" Mposepeno: Qpobpeno: Menenwep / PykopoanTes
Suman Kumar % Himes r £— Amit Kumar J&f’ —

Print Date ¢ Print Date / Print Date /

Hata: 08.02.2021 Hara: 08.02.2021 Hara: 08.02.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, India

Tel: 91 40 4900 2900, Fax; 01 40 4900 2993, Email: mail@dreddys. com
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHANMN3A
Product : Nise gel
Hponyer : Ha#s®, rens nns Hapy#HOro npuMenelus 1%
Baich No / : V210077 Batch Quantity / : 22,746 umts /
Elmn Na Oibem napruu 22,746 enunuy,
Analytical Report No / : 890001504439 Date of Analysis / : 08.02.2021
AHAIHTHUSCKHT 0T4HeT Ne JaTa ananuia
Date of Manufacture / : Jan.2021 Date of Expiry / : Dec.2022 ]
JaTa npoxisoacTia Togen go
Analysis performed according ND / Ananus nposenen no HI: TTN012824/02-100320 (amend Ne |
from 16.09.2020 / n3m. Ne 1 ot 16.09.2020)

T |Assay/ Konnuecteentoe 10.05 mg / 10.05 mr Not less than 9.0 mg and not more than |

olpeaensHue 11.0 mg of C3H2N20s5 Nimesulide in
ne gram of gel. /

o1 9,0 0o 11,0 mr C1aHizN20s8

[(mumecynnaa) B 1 r npenapara

§  Packape/ Vnakoeka |50 gin a laminated alminum mbe| 20 g 50 g or 100 g in a laminaterd
equipped  with Ganper-evidentpluminum wbe equipped with
membrane. [ tube and patient famper-evident membrane. | tube and

infrrmanon leaflet in g rarton satient information leaflet in a carton, f
I 530 oGy o TTo 20 e, 30 0 wan 100 1wy Gy wo
MOMKTHPOBIITHOND ATOMHHHA, TAMHHHPOBAHHOTO AMIGMHHNAA,

cHalmeHHYH)  mMeMOpaHol  0nA CHabKeHHYo MemOpaHoil 478 KOHTpona
KOHTpoRA neppore BSKPLITHA [To 1 nepooro pckpamis. To | yde n maswy
Tyfie B MAMKY KADTOHHYI0  C|KAPTOHHYIO © HHCTPYKLHEH 10

HICTPYRLUMGH 110 LPHMEHCHE R HPHMEHEHHIO
9 |Labeling / Maprupoeka According lo ND /B cooteerctiy ¢ HJI
10 [ Storage conditions / At temperature below 25 °C. Do not freeze. / [Ipu Temnepatype He seie 25 °C, |
X panetue He samopammears.

1T [EhelfTifa 7 Cpouc rojuiioemt | yeans /2 (upa

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Iprmevanne: [Tponyir cooteeTcTBYeT Tpehosanuam HJI Fawmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Moaroroeneno: cﬁ'f [Tposepeno: Onobtpeno: Menepxep [PykosoanTens
Suman Kumar HimcsM' Amit Kumar '/Y'/..-f-"“'

Print Date / Print Date / Prnt Date /

Hara: 08.02,202]1 Hara: 08.02.2021 HMata: 08.02.2021

Registered Office: 8-2-337, Road Mo, 3, Banjara Hills, Hyderabad - 500034, AP, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys com
CIN: LE5S195AP1984PLCO04507
www.drreddys.com



