Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHATTN3A
Product Nise gel
IIpoaykT Haii3®, renb ast Hapy>kHOro npumenenus 1%
Batch No / : V210836 Batch Quantity / : 22,627 units /
Cepus Ne O6bem napTun 22,627 eArHMLL
Analytical Report No / : 890001542888 Date of Analysis / : 04.09.2021
AnaauTHdecknii oTuer Ne HdarTa anaausa
Date of Manufacture / : Aug-2021 Date of Expiry / : July-2023
JaTa npon3BoacTBa Tomen no
Analysis performed according ND / Auanu3 npoBegen no HJI: T1N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

(Ne [Test/Ilokasatens Result / PesysibTatsl | Specification / Hopma o
[1 Description / Onucanue Homogenous transparent light | Homogenous light yellow to yellow
' yellow gel free from particulate [transparent gel, free from particulate matter
: matter / OIHOPOAHBIN NPO3PAYHbIN |/ OOHOPOAHBIA NpPO3pauHbId  reiab  oOT
| rejb XeNTOro 1BETA, CBOOOHBIH OT|CBETNO-KENTOr0 OO JKEJNITOrO  LBETa,
MOCTOPOHHUX YACTHLL. CBOOOMIHBIN OT MOCTOPOHHUX YaCTHL.
| _— N
2 |Identification by HPLC/ Complies as prescribed / | The retention time of the major peak in the
[ToATHHHOCTB CooTBeTCTBYET chromatogram of the sample preparation
TpeGOoBaHUAM corresponds to that in the standard
preparation under assay / Bpems
yOepKUBaHUS ~ OCHOBHOIO  NHMKa  Ha
XpOMAaTrorpaMMe HCIBITYeMOrO  pacTBOpa
TOJKHO COOTBETCTBOBATh BpEMeHH|
yIepKMBaHHS TIHKA Ha XpOMAaTOrpamme
CTAHJApTHOrO  pacTBOpa  HUMECYJIHJA
| (pazmen «Konu4ecTBEHHOE ONpEACICHUE)
3 | Weight of package content 51g/5lr In according to Rus. Ph.Not less than |
Macca conep:xumoro 50.0 g / B cooteTcTBUM C TpeOOBaHUAMH |
YMaKOBKU ['® PO. He menee 50,0 1
4 |pH 5.5 Between 4.6 and 6.0 / oT 4,6 10 6,0
5 |Related substances /PoncTBeHHBIE IPUMECH
1) Impurity A / Tlpumecs A Not Detected 1) Not more than 0.2 % / ue bonee 0,2 %
2) Impurity B / [Tpumecs B BDL (Disregard Area 4385)  [2) Not more than 0.2 % / e bonee 0,2 %
3) Impurity C / [Tpumecs C Not Detected 3) Not more than 0.2 % / He 6onee 0,2 %

Remarks : The Product conforms to ND/
ITpumeuanue: ITpoaykt coorBeTcTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO

- |

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroeneHo: ITposepeno: =1 Onobpeno: Menemxep / Pykospaurels
Naresh Kumar Himesh K é%ar_;’/) Abhishek Chauhan [ K )

Print Date / Print Date / Print Date / ‘

Hara: 04.09.2021 Hata: 04.09.2021 Hara: 04.09.2021

Registered Oftice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
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Dr.Reddy’s ‘7‘?

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANN3A
Product : Nise gel
IIpoayKT Hait3®, rens 11 HapyxHoro npimenenns 1%
Batch'No/ : V210836 Batch Quantity / : 22,627 units /
Cepus Ne O0beM naprun 22.627 emnuuiy
Analytical Report No / : 890001542888 Date of Analysis / : 04.09.2021
Aunanurnyeckuii oryet Ne JlaTa aHanu3a
Date of Manufacture / : Aug-2021 Date of Expiry / : July-2023
JlaTa npou3BOACTBA T'onen g0
Analysis performed according ND / Ananu3 nposeaen mo HJI: TIN012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

8) Total
Cymma

4) Impurity D / llpumecs D

5) Impurity E / [Ipumecs E

6) Impurity F / I1pumecs F

7) Highest individual
unknown impurity /
EnnnnyHas
HeUJeHTHpUIMpOBaHHas
NpUMech

impurities /
npuMecen

Not Detected

Not Detected

Not Detected

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

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

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

Less than LOQ (0.1%)

BDL

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

%) Not more than 1.5 % / He 6onee 1,5 %

MHKpPOO
molds ¢

rpuboB

6 Microbial limits /

Mukpo6ronoruueckas
YHCTOTA

Total aerobic microbial count
/ Obi1ee Yncio aspobHbIX

Total combined yeast and
[IPOCKEBBIX U MIIECHEBBIX

S.aureus

P.aeruginosa

praHu3MOB

ount / O01iee YHCIO

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

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

Absent in 1 g/ OtcyTeTByeT B 1T

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

Not more than 10 CFU/g /
He 6onee 10 KOE/r

Should absent in 1 g/ OtcyrcTBHE B 1T

Absent in 1 g/ OtcyretByer B Ir  Should absent in 1 g/ OtcyTcTBHE B IT

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: ITpoaykT cooTBeTcTBYeT TpeboBanusim HJ 3akmouenne: OJJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioxrotosnexo: @ IIpoepeno: | Onobpeno: Menemkep / PYKOBOAHTENb
Naresh Kumar Himesh I@.Lmar_ Abhishek Chauhan j
Print Date / Print Date / Print Date /
Hara: 04.09.2021 Hara: 04.09.2021 Hara: 04.09. 2021
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATTUSA
Product : Nise gel
Ipoaykr : Haii3®, renp ans HapyxHoro npumerennus 1%
Batch No / : V210836 Batch Quantity / : 22,627 units /
Cepusi Ne O6bem napTum 22,627 eanuulg
Analytical Report No / : 890001542888 Date of Analysis / : 04.09.2021
AHajuTH4YecKHii oTuyeT No JlaTa ananu3za
Date of Manufacture / : Aug-2021 Date of Expiry / : July-2023
JaTa npoussoacTBa I'onen no
Analysis performed according ND / Ananus nposeaen no HJI: TIN012824/02-100320 (amend Ne 1
from 16.09.2020 / uam. Ne 1 ot 16.09.2020)

7 | Assay / KonnuecTeHHOE 10.16 mg/ 10.16mMr Not less than 9.0 mg and not more than
ornpeneseHue 11.0 mg of Ci3H2N205S Nimesulide in
one gram of gel. /

| oT 9,0 A0 11,0 Mmr C3H12N>OsS
(uumecysiaa) B 1 r npenapata

8 | Package / Ynakoska 50 g in a laminated aluminum tube| 20 g, 50 g or 100 g in a laminated
equipped  with  tamper-evidentaluminum tube equipped with
membrane. 1 tube and patienttamper-evident membrane. 1 tube and

information leaflet in a carton. / patient information leaflet in a carton. /
Mo 50 r B T1y6y u3|[lo20r,50rumm 100 B TyOYy U3
{1aMHUHHPOBAHHOTO ANIOMUHUS, [TaMIHHPOBAHHOTO aJIFOMHUHUS,

cHabxeHHYr0O  MeMOpaHOW sl [cHaDMeHHY0 MeMOpaHOM Ul KOHTPOJIA
|KOHTpOJ'[5[ nepeoro BekpeiTust, 1o 1nmepeoro Bekpeitus. [lo 1 Ty6e B mauky
Ty0e B TAYyKy KAPTOHHYIO C|KAPTOHHYK) C HHCTPYKUHMEH 1O
MHCTPYKLHMEH 0 NPUMEHEHHIO [PUMEHEHHIO

9 | Labeling / MapkupoBka According to ND / B coorsetrcTBun ¢ HI

10 |Storage conditions / At temperature below 25 °C. Do not freeze. / IIpu Temnepatype He BBIIIE 25 E@ |
| |XpaHeHue He 3aMOpaXUBAT.

[I1 |Shelflife / Cpok ronHocTH 2 years / 2 roza

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: [Tpoaykr cooTeTcTBYeT TpeboBanusam HII 3akawuyenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBneHo: @ ITpoepeno: __| OnoGpeno: Menemxkep / Pykopoautes
Naresh Kumar Himesh KW-’Ablﬂshek Chauhan /7
Print Date / Print Date / Print Date /
Hata: 04.09.2021 Hara: 04.09.2021 Hara: 04.09.2021
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