Dr.Reddy’s Q::‘

CERTIFICATE OF ANALYSIS

. CEPTUDOUKAT AHATIU3SA
Froduct : Nise gel
Mpoaykr : Haiis®, resp 11 HapyKHOTro pUMEHeHHs 1%
Batch No / : V210696 Batch Quantity / : 22,647 units /
Cepust Ne O6bem napTun 22,647 ennauy
Analytical Report No / : 890001531489 Date of Analysis / : 30.06.2021
AnajuTHYecknii oTueT No JlaTta ananau3a
Date of Manufacture / : June.2021 Date of Expiry / : May.2023
JlaTa npou3BoaACTBa I'ogen no
Analysis performed according ND / Ananu3 nposened nmo H/I: [TN012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

Ne |Test / Tlokazarens Result / PeaysnbTatsl | Specification / Hopma
1 Description / Onucanue Homogenous transparent light | Homogenous light yellow to yellow
yellow gel free from particulate transparent gel, free from particulate matter
matter / OHOpOAHBIH Npo3paunbii /|  OmHOPONHBIA Npo3pauHblil Teib  OT
TeJTb XKENTOro L{BETa, CBOOO/IHBIH OT CBETIO-KENTOr0 /10 XKENTOr0  L(BETA,
TIOCTOPOHHHMX YaCTHLL. CBOOOHBIH OT MOCTOPOHHUX YaCTHLL.
2 |ldentitication by HPLC / Complies as prescribed / The retention time of the major peak in the
[ogaeHOC Ty CooTBCTCTBYCT ichromatogram of thc samplc prcparation
TpeHoBAHMAM corresponds to that in the  standard
preparation under assay / Bpewms
YOEPXKMBAHHS ~ OCHOBHOTO ~ NMKa  Ha
XpOMAaTOrpaMMe HCIBITYeMOIO  pacTBopa
JTOJDKHO COOTBETCTBOBATH BpEMEHH
yAEPKHBaHHMS THKa Ha Xpomarorpamme
CTaHZApTHOTO  pacTBopa  HHUMECYIHIa
(pazaen «KoJMIECTBEHHOE ONPEEAECHHEY) |
3 | Weight of package content 51g/Slr In according to Rus. Ph..Not less than
Macca coaepxumMoro 150.0 g / B cooTBeTcTBHH C TpeOOBaHUAMHU
YT1aKOBKH ['® P®. He menee 50,0 r
4 |pH 5.6 Between 4.6 and 6.0 / ot 4,6 10 6,0
5 |Related substances /PoacTBeHHbIE IpUMECU
1) Impurity A / ITpumecs A Not detected 1) Not more than 0.2 % / ne bosnee 0,2 %
2) Impurity B / Tpumecs B Less than LOQ (0.04%)  [2) Not morc than U274 7sc bonee U,2 %%
3) Impurity C / Ipumecs C Not Detected 3) Not more than 0.2 % / He Gonee 0,2 %
=

Remarks : The Product conforms to ND/
Hpumeyanue: [Tponykr coorsercTByeT TpeboBaHusm HIT

Conclusion : APPROVED /
3aknwuenue: OJOBPEHO

Prepared by /
TloarorosieHo:
Naresh Kumar

(e

Checked by /
IIposepeHo:
Pardeep Kumar

a4

Approved by: Manager/Executive /

Onobpeno: Menemxkep / Pykgsoaurens
Manoj Kumar M’

Print Date /
Hara: 07.07.2021

Print Date /
Jlara: 07.07.2021

Print Date /
Hara: 07.07.2021
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHANTU3A
Product : Nise gel
Ipoaykr : Haii3®, renb Jisd Hapy)XHOro IpUMeHeHHS 1%
Batch No / : V210696 Batch Quantity / : 22,647 units /
Cepns Ne O0bem naptTuu 22,647 enuHuL
Analytical Report No / : 890001531489 Date of Analysis / : 30.06.2021
AHanuTH4YecKuii oTyeT No Jara ananusa
Date of Manufacture / : June.2021 Date of Expiry / : May.2023
JlaTa npousBoacTBa T'ogen oo
Analysis performed according ND / Auanu3s nposeaen no HJI: I1N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

4) Impurity D / TIpumecs D Not Detected 4) Not more than 0.2 % / e 6onee 0,2 %
5) Impurity E / Tlpumecs E Less than LOQ (0.07%) 5) Not more than 0.2 % / e 6onee 0,2 %
6) Impurity F / [Tpumecs F Not Detected 6) Not more than 0.2 % / ue 6onee 0,2 %
7) Highest individual 0.12% 7) Not more than 0.2 % / ve 6onee 0,2 %
unknown impurity /
Enunnunas
HeUeHTHPULIYPOBaHHAS
MpUMeCh
0.1%
8) Total impurities / 8) Not more than 1.5 % / e 6onee 1,5 %
CymmMa npumMeceit
6 | Microbial limits /
Mukpobuonoruyeckas
YHCTOTA
Total aerobic microbial count Less than 10 CFU/g/ Not more than 100 CFU/g /
O061ee Yrcyio a3pobHbIX Meree 10 KOE/r He 6onee 100 KOE/r
MUKPOOPTaHU3MOB
Total combined yeast and Less than 10 CFU/g / Not more than 10 CFU/g/
molds count / O6miee uucio Memnee 10 KOE/r He 6onee 10 KOE/r
NPOXOKEBBIX U [1JIECHEBBIX
rpnboB
S.aureus Absent in 1 g/ Orcyrctyer B I [Should absent in 1 g/ OtcyTcTBHE B 1
P.aviuginusa Abacnt in 1 g/ Oreyrornyer b Ir Should aboont in 1 g/ OtoyToTdie b 1r
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [Iponykr coorBercTByeT Tpebosanusam HJI 3axmouenune: OJOBPEHO
Prepured by / Cliccked Ly / Approved Ly Manager/Txceutive /
[ToarororneHo: C( ITposepeHo: 4 Onobpeno: Menemxep / PykoBonurens
Naresh Kumar L Pardeep Kumar oﬁ,——— Manoj Kumar
Print Date / Print Date / Print Datc /
Hara: 07.07.2021 Hara: 07.07.2021 Hara: 07.07.2021
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Product Nise gel
HpoaykTt Haiis®, renb 151 Hapy>KHOTO IpUMeHeHus 1%
Batch No / 1 V210696 Batch Quantity / : 22,647 units /
Cepus Ne O0beM napTum 22,647 envHuUL
Analytical Report No / : 890001531489 Date of Analysis / : 30.06.2021
AHajMTHYecKMii oTueT No Jlara aHanam3a
Date of Manufacture / : June.2021 Date of Expiry / : May.2023
Jarta npousBoacTsa I'ogen no

Analysis performed according ND / Anasnns nposeaed mo HJI: 1N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

7 | Assay/ KonuuectBeHHOE

OINPENLCTICHUE

9.92mg/ mr ' Not less than 9.0 mg and not more than
11.0 mg of C13H12N205S Nimesulide in
one gram of gel. /

oT 9,0 mo 11,0 Mr C;3H12N»0s5S

(auMccynuaa) B 1 r npenapara

Package / YnakoBka

50 g in a laminated aluminum tube 20 g, 50 g or 100 g in a lamninated
cquipped  with  tamper ovident aluminum tubo oquipped with
membrane. 1 tube and patient tamper-evident membrane. 1 tube and
information leaflet in a carton. / patient information leaflet in a carton. /
Mo 50 ¢ » tyAy w2071, 50 unw 100 r R TyAYy W3

JIAM ML PUBAHHUL U AJUUBH MA, Jtasi A puBan ol & AJNC BT,
CHAOXKEHHYIO ~ MEMDpPAHOM  JUIsl CHADXKEHHYIO MEMOPAHOU JU1s1 KOHIPOJIL
KOHTPOJIS MEPBOTO BCKPHITHS. 110 | MepBoro BCKpbITHSL. 1o 1 tyde # nauky
1908 B LWIKY  RAPLUHHYIG U KAl LUHEY RS L BRI 0 1
WHCTPYKLHUEH 1O PHMEHEHUIO MPHEMEHEHUIO

Labeling / MapkupoBka

According to ND / B cootsetctBuu ¢ HJI

10 | Storage conditions /

XpaHeHue

At temperature below 25 °C. Do not freeze. / Ilpu Temneparype He Bbiie 25 °C.
He 3amopaxnBaTh.

11 | Shelf life / Cpok ronHOCTH

2 years / 2 rojia

Remarks : The Product conforms to ND/
Ipumeuanne: [TpoaykT cooTBeTcTBYeT TpeboBanusaM HJI

Conclusion : APPROVED /
Zaxmouenue: OJJOBPEHO

Prepared by /
[ToprorosieHo:
Naresh Kumar

3

Approved by: Manager/Executive /
Ono6peno: Menemxep / PyxoBoaurens
Manoj Kumar

Checked by /
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