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Dr.Reddy’s e CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHATIU3A

Product : Nise gel
Hpoaykr : Haii3®, reap 115 HapyxHOro npuMeHeHust 1%
Batch No / : V210603 Batch Quantity / : 11446 SU units /
Cepusi Ne Ob6bem mapTuu 11446 SU eanHuL
Analytical Report No / : 890001532759 Date of Analysis / : 06.07.2021
AHanuTHYecKHi oTyeT No Jara ananusa
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2023

aTa MpoM3BO/CTBA I'ogen oo
Analysis performed according ND / Ananu3 nposeaen no HI: [T N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

Ne | Test / [Toka3arens 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 / OJHOPOAHBIH MPO3payHbIi OnHOpOXHBI IPO3payHBIA relb  OT
I'eilb CBETJIO-KENTOTO L{BETA, (CBETJIO-KENTOr0 0  KENTOro  LIBETa,
cBOGOAHBII OT MOCTOPOHHUX cBOOO/IHBIN OT IOCTOPOHHMX YACTHLI.
4acTHL.
2 |Identification hy HPT.C./ Complies as prescribed / The retention time of the major peak in the
[ToaniHHOCTD CouibeiuLBye! chromatogram of the sample preparation
TpeboBaHUAM corresponds to that in the standard
preparation  under assay /  Bpemsa
Y ACOICHDAITFA UCHUBHULY Hrea Hay

XpOMaTorpaMme HCIMBITYEMOrO  pacTBOpa
JIOMIKHO COOTBCTCTRORATh RNEMEHH
yJAEpKUBAHHS NWka Ha Xpomarorpamme
CTaHJAPTHOrO  pacTBopa  HHUMECYnHAa
(pasnen «KonMUeCTBEHHOE ONpPEAENEHHEY) |

3 | Weight of package content 101g/101r In according to Rus. Ph.Not less than
Macca conepiumoro 100.0 g / B courserersuu ¢ TpeSoBaHUSIMY
y1IIAKOBKI |'d . 1le menee 100,0 r

4 pH 5.7 Between 4.6 and 6.0 / 0T 4,6 10 6,0

5 Related substances /PoacTBeHHbBIE MPUMECH

1) Impurity A / Ilpumecs A Not Detected 1) Not more than 0.2 % / ne 6onee 0,2 %
?) Tmpurity R / TTpumecs B Tess than TN (N N4%) 7) Not more than 0.2 % / e Gonee 0,2 %
3) Impurity C / ITpumece C Not Detected 3) Not more than 0.2 % / ne 6onee 0,2 %
4) Impurity D / IIpumecs D Not Detected 4) Not more than 0.2 % / He 6oxee 0,2 %
5) Impurity E / [Tpumecs E Not Detected 5) Not more than 0.2 % / He 6onee 0,2 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: IIpoaykt coorsercTByeT TpeboBanusam HJI 3akmouenue: OJOBPEHO

Prepared by / Ra@‘l‘d/ Checked by / Himesh Kumar Approved by: Manager/Executive / Manoj

[TpoBepeHo: . Kumar
OJ—/’_\" OnobpeHo: Menemxep / PyxoBonurens

[ToarorosneHo:
Print Date /06.07.2021 Print Date /06.07.2021 Print Date /06.07.2021
Hara: Hata: Hara:
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Product : Nise gel
Ilpoaykt : Haiiz®, reab st HapykHOro npumexeHus 1%

Batch No / 1 V210603 Batch Quantity / : 11446 SU units /
Cepus Ne O6bem naprum 11446 SU epuHULL
Analytical Report No / : 890001532759 Date of Analysis / : 06.07.2021
AHAJHTHYECKHIT oTueT Ne JlaTa ananu3a

Date of Manufacture / : Jun-2021 Date of Expiry / : May-2023

JlaTa npousBojcTBa T'onen go

Analysis performed according ND / Ananu3 nposenen mo HJI: [TN012824/02-100320 (amend Ne 1
from 16.09.2020 / n3m. Ne 1 ot 16.09.2020)

6) Impurity F / TIpumecs F Not detected ) Not more than 0.2 % / ne 6onee 0,2 %

7) Highest individual 7) Not more than 0.2 % / ne 6onee 0,2 %
unknown impurity / Less than LOQ (0.1%)
EnuHuuHas
HeMJEHTHULIMPOBAHHAS
NpuMech

Less than LOQ

8) Total impurities / . . o
Cymma npumeced &) Wol more than 1.5 % / He bonee 1,5 %

6 Microbial limits /

MukpobrooryccKas

YHETOTA
Total aerobic microbial count
O61mee YKuCo a3poBHBIX Less than 10 CFU/g/ Not more than 100 CFU/g/ f
MHKPOOPraHH3MOB Menee 10 KOE/r He 6onee 100 KOE/r
Total combined yeast and
molds count / UbLiee 4yucio Less than 10 CkU/g/ Not more than 10 CFU/g/
PUAOKEBBIA M LIECHEBbIX Menee 10 KOE/ He Sonee 10 KOE/r
r:puﬁos
S.aureus Absent in 1 g/ OrcyrerByer B Ir  |Should absent in 1 g/ OtcyTcTBue B 1T
P.aeruginosa Absent in 1 g/ OtcytctByer B Ir  Should absent in 1 g/ OtcyrctBe B Ir
7 | Assay/ KonnuectBeHHoe 10.18 mg/ 10.18 mr Not less than 9.0 mg and not more than
oripeneneHne 11.0 mg of C3H2N20sS Nimesulide in
one gram of gel. /
ot 9,0 1o 11,0 mr Ci3H12N20sS
(niMecynuia) B 1 r npenapata
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeyaune: [TpoaykT cooTBeTcTBYeT TpeboBanuam HJI 3akmouenue: OJOBPEHO
Prepared by / Ramakant Checked by / Himesh Kumar Approved by: Manager/Executive / Manoj
U_ﬂ“ ITpoBepeHo: ! . | Kumar
[MoarorosneHo: .| Onobpeno: Menemkep / Pyxoaonmens@_ﬂﬂ
Print Date /06.07.2021 Print Date /06.07.2021 Print Date /06.07.2021
Jlara: Tata: Hara:
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Product : Nise gel
Hpoaykr : Haii3®, resib juist HapyXHOTO MPUMEHEHUS 1%

Batch No / : V210603 Batch Quantity / : 11446 SU units /
Cepus Ne O0bem napTHu 11446 SU eauHuLl
Analytical Report No / : 890001532759 Date of Analysis / : 06.07.2021
AHaJHTHYECKHUH oTueT Ne JlaTa aHaau3a

Date of Manufacture / : Jun-2021 Date of Expiry / : May-2023

JaTa npousBoacTBa T'ogen 10

Analysis performed according ND / Anasm3 nposenen no HJI: I N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3am. Ne 1 ot 16.09.2020)

8 | Package / YnaxoBka 100 g in a laminated aluminum 20 g, 50 g or 100 g in a laminated
tube equipped with tamper-evident jaluminum tube equipped with
membrane. 1 tube and patient ramper-evident membrane. 1 tube and
information leaflet in a carton. / patient information leaflet in a carton. /
Llo 100 r B TY6Y U3 [10 20, 50 r unu 100 r B TyOy U3
NIAMHHUPOBAHHOTO ANIOMKHHUS, NIaMHHUPOBAHHOTO aNIIOMUHUS,
cHAMERITIVIO MeMApATNiT nnn craMkaniyIn MeMapannii nna keuTRoma
KUH L UL 11EPBUL U BUkpbl s, TI 1 jugpsuiu sekpsiinn, TTu 1 1y0e B iauny
Ty6C B MAUKY KapTOIIIYyIO C KPTOHIIYIO C HIICTPYKLHCH MO
WHCTpYKLKE 10 TPUMEHEHHIO MPUMEHEHHIO ‘;
9 | Labeling / MapkiipoBka According to ND / B cootetctBin ¢ HI
|
10 | Storage conditions / At temperature below 25 °C. Do not freeze. / Tlpu Temnepatype He BbILLE 25°C,
X paHenne He 3aMopaxuBaThb.
11 |Shelflife / Cpok rogHocts 2 years /2 rona ) -

Remarks : 'T'he Product conforms to ND/ Conclusion : APPROVED /

Lpnmvaunnws Hpugynt soviuwiciuyel tpebubatinin HH Suwnusunvt QHLOBPEHU

Prepared by / Ramakant Checked by / Himesh Kumar Approved by: Manager/Executive / Manoj
[TpoBepeHo: Kumar
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