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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

CEPTUDPUKAT AHANU3A
Product : Nise gel
IMpoaykr : Haiiz®, rens a1 HapyxHoro npuMmeHeHus 1%
Batch No / : V220276 Batch Quantity / : 11450.000 units /
Cepus Ne O0bem mapTun 11450.000 eausui
Analytical Report No / : 890001587668 Date of Analysis / : 27.04.2022
AHajuTH4YecKuHii oTueT No JlaTa aHaau3a
Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2024
Jara npousBoacTBa I'onen no
Analysis performed according ND / Anasn3 npoBenen mo HJI: TTN012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 ot 16.09.2020, usm. Ne 2 ot 13.01.2022)

Ne | Test / INokazatens

| Result / Pe3ynbTatsl

' 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 / OnHopoaHbii npo3padnbiii /' OAHOPOAHBI MpO3pauHbi  refdb  OT
refib CBETJI0-XKENITOTO L(BETA, CBETIIO-KENTOTO 10 KENTOro  LBETa,
|CBODOIHBIN OT MOCTOPOHHHUX CBODOHBIH OT TOCTOPOHHUX YACTHIL,

 |gactH,.

2 | Identification by HPLC / Complies as prescribed / The retention time of the major peak in the

[logMHHOCTD CoOTBETCTBYET chromatogram of the sample preparation
TpeGOBaHUAM corresponds to that in the standard
preparation under assay / Bpewms
yIOEepKHBaHUS  OCHOBHOrO  MHKa  Ha
XpOMaTorpaMMe HCIMBLITYEMOrO  pacTBOpA)
NOTKHO COOTBETCTBOBATH BpeMeHH
yIOCp)KUBaHHS IMHMKa Ha XpOMarorpamme
CTaHAApTHOTO  pacTBopa  HHUMecyluja
_ 1 (pasnen «KonuyecTBeHHOE ONpENeNIeHHE) |
3 | Weight of package content | 101 g/101r ‘In according to Rus. Ph..Not less than |
' Macca coaepxumoro 100.0 g/ B cootBeTcTBUH € TpeOOBAHUAMU
YIaKOBKH '® P®. He menee 100,0 T
4 [pH 55 - "Between 4.6 and 6.0/ 0T 4,6 710 6,0
||

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykt cootBeTcTBYET TpeboBanusM HJI

Prepared by / Ankit Checked by / Naresh Kumar

Approved by: Manager/Execptive /Pavan
MogrorosneHo; ITpoBepeHo: @
(A 4

Kumar Sharma T

e
Onobpeno: Menenxep / PyrkoBognteins

Reprint Date /27.04.2022
Jdia.

Reprint Date /27.04.2022
JIETER

Reprint Date /27.04.2022
Jara:
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATTU3A
Product : Nise gel
Mpoaykr  : Haiis®, rems jns HapysxHoro npuMenenus 1%
Batch No / : V220276 Batch Quantity / : 11450.000 units /
Cepust Ne O0bem naprun 11450.000 eaunun
Analytical Report No / : 890001587668 Date of Analysis / : 27.04.2022
AHanuTH4Yeckuii oryer Ne JlaTta ananuza
Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2024
JaTta npousBojcraa T'ogen go
Analysis performed according ND / Ananu3 nposenen mo HJI: I1 N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 o1 16.09.2020, u3m. Ne 2 ot 13.01.2022)

5 |Related substances /PoacTBeHHbIe ipuMecH

=0.02 %)

HenJeHTH QUL pOBaHHas
npuMech

8) Total impurities /
Cymma npumMeceit

1) Impurity A / [Tpumecs A Below LOD (LOD = 0.02 %) /
Hmxe npenena obuapyxenns (110

2) Impurity B / IIpumecs B Below LOQ (LOQ = 0.04 %) /
Huoxe npeaeiaa KOJIM4YEeCTBEHHOT O
onpeznenenud (IIKO = 0.04 %)

Below LOQ / Huxe npenena
KOJIMYECTBEHHOI'O ONpEACICHHS

3) Impurity C / IIpumecs C Not detected / He o6HapyxeHa [3) Not more than 0.2 % / He Gonee 0,2 %
4) Impurity D / Tlpumecs D Not detected / He obHapyxeHa |4) Not more than 0.2 % / He 6osee 0,2 %
5) Impurity E / [Ipumecs E Not detected / He o6Hapyxena |5) Not more than 0.2 % / He 6onee 0,2 %
6) Impurity F / TTpumecs F Not detected / He o6Hapyxena ©) Not more than 0.2 % / ne 6onee 0,2 %
7) Highest individual Below LOQ (LOQ =0.1 %)/ |7) Not more than 0.2 % / ne 6onee 0,2 %
unknown impurity / Huxe npenena xonuvecTBeHHOro
Enunndnas onpeaenenus (IKO = 0.1 %)

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

2) Not more than 0.2 % / He Goniee 0,2 %

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

Remarks : The Product conforms to ND/
Ipumevanne: [IponyxT cooTBeTcTBYET TpeboBanusM HJI

Conclusion : APPROVED /
3akawuenue: OJIOBPEHO

Prepared by / Ankit Checked by / Naresh Kumar
MogroToBneHo: IIposepeto: @
p

(R

Approved by: Manager/Executive /Pavan
Kumar Sharma A"
Onobpeno: Menemxep / Pyanenb

Reprint Date /27.04.2022 | Reprint Date /27.04.2022
Hara: Hara:

Reprint Date /27.04.2022
Hara:
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHATTU3A
Product : Nise gel
Ipoaykr : Haii3®, rens s HapykHoro npuMenenus 1%
Batch No / 1 V220276 Batch Quantity / : 11450.000 units /
Cepusa Ne O0bem napruu 11450.000 enuuun
Analytical Report No / : 890001587668 Date of Analysis / 1 27.04.2022
AHaTuTHYeCKH oTHeT Ne JlaTa ananuza
Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2024
JaTta npousBoacTea I'open o
Analysis performed according ND / Ananu3s nposeaen no HJI: 1 N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 ot 16.09.2020, u3m. Ne 2 ot 13.01.2022)

l6  [Microbial limits /
MiikpoOuosnoriyeckas
YHCTOTA
Total aerobic microbial count
O61ee yncno aspobusix  [Less than 10 CFU/g / Not more than 100 CFU/g /
MIKPOOPTraHi3MOB Menee 10 KOE/r He Gonee 100 KOE/r
Total combined yeast and
molds count / O6iee yucno |Less than 10 CFU/g/ Not more than 10 CFU/g /
JIposoKeBbIX U miecHeBpix  |Menee 10 KOE/r He 6onee 10 KOE/r
[rprnboB
S.aureus Absent / OtcyrcrByer Should absent in 1 g/ Orcyreraue 8 It
P.aeruginosa Absent / OtcyTereyet Should absent in 1 g/ OtcyrcTBHe B Ir
7 | Assay/ KonnuecTBeHHOE 10.10mg /10.10mr ~ Not less than 9.0 mg and not more than
olpefeneHue 11.0 mg of C{3H2N,OsS Nimesulide in
one gram of gel. /
oT 9,0 A0 11,0 Mmr C13H12N7_058
(uumecynupa) B 1 r npenapara
L | ]
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: [Iponykt coorBeTcTBYET TpeboBarusam H]| 3akmogyenne: OMOBPEHO
Prepared by / Ankit Checked by / Naresh Kumar Approved by: Manager/Executive /Pavan
MogroToBneHo: IIposepeHo: @ Kumar Sharma ===
@ < - Onobpeno: Menemxep / PykosoauTens
Reprint Date /27.04.2022 | Reprint Date /27.04.2022 Reprint Date /27.04.2022
Hata: Jara: Hara:
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAITU3A
Product : Nise gel
(Ipoayxr : Haiis®, resib a1 HapyHOr0 npuMeHeHHs 1%
Batch No/ 1 V220276 Batch Quantity / : 11450.000 units /
Cepus Ne O6bem napTun 11450.000 equHu
Analytical Report No / : 890001587668 Date of Analysis / : 27.04.2022
AHanuTHYecKHil oTueT Ne JaTa ananuza
Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2024
JlaTa npousBoacTEBA T'onen no
Analysis performed according ND / Ananu3s nposenen no HJI: ITN012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / uzm. Ne 1 ot 16.09.2020, uzm. Ne 2 ot 13.01.2022)

8  |Package / Ynakoska 100 g in a laminated aluminum 20 g, 50 gor 100 g in a laminated
tube equipped with tamper-evident aluminum tube equipped with
membrane. 1 tube and patient tamper-evident membrane. 1 tube and
information leaflet in a carton. / patient information leaflet in a carton. /
ITo 100 r B Ty6y U3 [To 20, 50 r nan 100 r B TyOy 13
NaMHHIPOBAHHOIO ANIOMHUHUS, NaMHHIPOBAHHOTO aNIOMIHNISI,
cHaOxeHHy0 MeMOpaHoit s cHabxeHHy10 MeMOpaHoii 11 KOHTpoNA
KOHTPOJIs TepBOro BekpeITud. Ilo 1 nepeoro sekpsitug. ITo 1 Tybe B nauxy
TyOe B Mavyky KapTOHHYIO C KapTOHHYIO € HHCTPYKiHeii 1o

| HHCTPYKLIei 0 MPHMEHEHHIO MPHMEHEHHTO

9 | Labeling / MapkupoBka According to ND / B cootserctein ¢ HJT

10 | Storage conditions / At temperature below 25 °C. Do not freeze. / [Ipu Temneparype He Bbiwie 25 °C.

XpaHeHue He 3amopaxuBarts.
11 | Shelf life / Cpok rogHoctn 2 years / 2 rofa o

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Hpumeuanne: [IpoaykT cootBeTcTBYET TpeOOBaHUAM HJT 3akmouenue: OJJOBPEHO

Prepared by / Ankit Checked by / Naresh Kumar Approved by: Manager/Executive /Pavan

MoaroTosneHo: IlpogepeHo: Kumar Sharma G ="
@ @/ OnobGpeno: Menexkep / PykosoauTens

Reprint Date /27.04.2022 | Reprint Date /27.04.2022 Reprint Date /27.04.2022

Hara: Jara: Hara:
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