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CEPTUDPUKAT AHATTA3A
Product Nise gel
Ipoayxt Haii3®, resib Ans Hapy:KHOro npiuMenenns 1%
Batch No/ 1 V220821 'Batch Quantity / : 56,244.000units /
| Cepus Ne O6bem naprTuu 56,244.000 ennuun,
Analytical Report No / : 890001619158 Date of Analysis / : 06.10.2022
AHanuTnyecknii oruer No B JlaTa aHanauza
Date of Manufacture / : Sep.2022 Date of Expiry / : Aug.2024
Jara npou3BOACTBA I'ogen g0
Analysis performed according ND / Ananu3s nposeaen no HJ: 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)

No | Test / [lokazatens

1

Result / PesynbraThi

Description / Onucanue

' Identification by HPLC /
|HOI[J'[I/IHHOCTI>

Weight of package content
Macca conepxnmoro
YTIAKOBKH

Homogenous transparent light
yellow gel free from particulate
matter / OnHOPOAHbIH Npo3paunblil /  OAHOPOAHBI
refib CBETJIO-KEJITOro LBETA,
CBOOOAHBII OT NOCTOPOHHNX

yacTull.
)

Complies as prescribed /

CooTBeTcTBYET TpeOOBaHUAM

21 g/21r

Specification / Hopma |

Homogenous light yellow to yellow
transparent gel, free from particulate matter
npo3payHblii  renp ot
CBETJIO-KEATOrO 110 JKENTOrO  LIBETa,
CBOOOHBIN OT TIOCTOPOHHHUX HACTHLL. |

The retention time of the major peak in the
chromatogram of the sample preparation
corresponds to that in the standard
preparation  under assay /  Bpews
yAEp)KMBAHWS ~ OCHOBHOFO  NHKa  Ha
XpoMaTorpaMMe HCHBITYEMOrO  PacTBOpal
JAOJIKHO COOTBCTCTBOBATD BpeMeH|
yICpXHBaHUs THKAa Ha XpoMarorpamMme
CTaHJApTHOTO  pacTBopa  HUMecyluna
(paznen «KonuuecTBEHHOE ONpeHeieHue) |
‘In according to Rus. Ph.Not less than
20.0 g / B cooTBeTcTBUM C TpeOOBaHUAMU
I'® PD. He menee 20,0 r

4

H

53

Between 4.6 and 6.0/ oT 4,6 10 6,0

Remarks : The Product conforms to ND/
IMpumedanue: [IponyxT coorBeTcTBYeT Tpebosanuam HJI

Conclusion : APPROVED /
3axkmoyenue: OJOBPEHO

Prepared by / [Toarorosnexo:

Checked by / IlposepeHo:

Approved by: Manager/Executive / Ono0peHo:

JlaTta:06.10.2022

Ramakant U& Himesh Kumar Meunenxep / PykoBoauTelib
@’.\\/ ~— | Manoj Kumar ""W‘M
Reprint Date / Reprint Date / Reprint Date /

Jara: 06.10.2022

Jara: 06.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
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CEPTUOUKAT AHAJTUSA
[Product  : Nise gel
Mpoxykr @ Hai3®, renb ai1s HapyiHoro npimenerns 1% -
Batch No / 1 V220821 Batch Quantity / : 56,244.000units /
Cepus No OobeM napTHu 56,244.000 ennHuL
Analytical Report No / : 890001619158 Date of Analysis / : 06.10.2022
AHAJMTHYECKHH oT4eT Ne Jarta ananuza L
Date of Manufacture / : Sep.2022 Date of Expiry / : Aug.2024
JlaTa npou3BojcTBa Togen o
Analysis performed according ND / Auanns nposeaen no HJI: I1 N012824/02-100320 (amend Ne |
from 16.09.2020. amend Ne 2 from 13.01.2022 / uam. Ne 1 ot 16.09.2020, n3m. Ne 2 ot 13.01.2022)

un

Related substances /PoacTBeHHbIE TPUMECH

1) Impurity A / [Tpumecs A Not detected / He obHapyxena |1) Not more than 0.2 % / He 6onee 0.2 %

2) Impurity B / TTpinmecs B Less Than LOQ (LOQ = 0.04%)

/ Huxxe npenena 2) Not more than 0.2 % / e donee 0,2 %

KOJINYECTBEHHOI O OTpeaeNeHHs
(TIKO = 0.04%)

3)Impurity C / [Tpumecs C Not detected / He oGHapyxeHa 3) Not more than 0.2 % / He Donee 0,2 %

1) Impurity D / TIpumecs D Below LOD (LOD = 0.02 %) / ) Not more than 0.2 % / ne donee 0,2 %
Huske npenena oOHApyKeHNUsA
(ITO = 0.02 %)

5)Impurity E / [Ipumecs E 0.11% 5) Not more than 0.2 % / He bonee 0,2 %
6)Impurity F / Tlpumecs F 0.12% 6) Not more than 0.2 % 7 He bonee 0,2 %
- — 3 0, A 0
?)nghesl'mdlw.dual Less than LOQ (LOQ:0.1% 7) Not more than 0.2 % / He bonee 0,2 %
unknown impurity /
Iee——— KOJIMYECTBEHHOTO ONPEENIEHUS
(ITKO =0.1%)
HenaeHTHOUIMPORAHHAS
npuMech
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Tpumeuanne: [TpoaykT cooTBeTcTBYeT TpeboBanusm HJI 3axmoyenue: OJOBPEHO
Prepared by / [loarotosneno: Checked by / IlposepeHo: Approved by: Manager/Executive / Ono6pero:
Ramakant Himesh Kumar Menemxep / PykoBomuTenb "
w "‘M Manoj Kumar h]}" Ly L(
Reprint Date / Reprint Date / Reprint Date /
JaTa:06.10.2022 Jara: 06.10.2022 Jlara: 06.10.2022
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CEPTUOUKAT AHATTU3A

Product : Nise gel

Ipoayxr : Haiizs®, reb auist HapyHOro NPHMEHEHHS 1%

Batch No / 1 V220821 Batch Quantity / : 56,244.000units /
Cepus Ne Obbem naprum 56,244.000 eanH1L
Analytical Report No / : 890001619158 Date of Analysis / : 06.10.2022
AHanuTHYecKHui oTyeT No JlaTa anaauza

Date of Manufacture / : Sep.2022 Date of Expiry / : Aug.2024

JlaTa npon3BojacTBa \I"omen no

Analysis performed according ND / Ananus nposeaen no 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, u3m. Ne 2 ot 13.01.2022)

R)Total impurities / 0.2% R) Not more than 1.5 %/ He 6onee 1,5 % |
Cymma npumeceii [ ‘

- |

6 | Microbial limits / |
[Mukpobronornyeckas
4UCTOTA |
Total aerobic microbial count ‘
/ Ob1uee 4ncno adpobHbIX Less than 10 CFU/g/ Not more than 100 CFU/g/
MUKPOOPraHU3MOB Menee 10 KOE/r He 6onee 100 KOE/r
Total combined yeast and
molds count / O61ee yncno Less than 10 CFU/g/ Not more than 10 CFU/g/
IPOYOKEBBIX H NJIECHEBBIX Menee 10 KOE/r He 6onee 10 KOE/r
rpuboB
S.aureus Absent / OTcyTCcTBYET Should absent in 1 g/ OtcyTcTBHE B 1T
P.aeruginosa Absent / OTcyTCTBYET Should absent in 1 g/ OtcyTcTBHE B 1T

7 | Assay / KonuuecTBeHHoOe 10.12mg / 10.12mr Not less than 9.0 mg and not more than
onpezeneHne i 11.0 mg of C13H2N205S Nimesulide in

' one gram of gel. /
ot 9,0 no 11,0 Mr Ci3H 12N>OsS
(nuMecynuaa) B 1 r npenapara
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [TponykT coorBeTcTBYET Tpebosanusm HJT Bakmoyenne: OJOBPEHO

Prepared by / IloarorosieHo: Checked by / IlposepeHo: Approved by: Manager/Executive / OnobpeHo:

Ramakant Himesh Kumar Menemxep / Pykopoaurenr i
@)@/ c:—_\JJ/—;“ Manoj Kumar h_} e {
A

~ —

Reprint Date / Reprint Date / Reprint Date /
Hata:06.10.2022 Jara: 06.10.2022 Hata: 06.10.2022
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Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CEPTU®UKAT AHANMU3A
Product : Nise gel ]
Hpoaykr  : Haliz®, renb as HapyskHoro npusmeHerns 1%
Batch No / 1 V220821 Batch Quantity / : 56,244.000units /
Cepusi Ne Obbem maprun 56,244.000 epvnun
Analytical Report No / : 890001619158 Date of Analysis / : 06.10.2022
AHanUTHYECKHI oTueT No Jara ananusa -
Date of Manufacture / : Sep.2022 Date of Expiry / 1 Aug.2024
JaTa npousBojicrea I'osen no
Analysis performed according ND / Ananus nposeaen no HJI: [1N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / n3m. Ne 1 ot 16.09.2020, uzm. Ne 2 ot 13.01.2022)

8 | Package / Ynakoska

ITo 20 r B TYOY U3

Ty0e B MNauKy KapTOHHYHO C

JIAMHHHPOBAHHOrO alllOMWHKSA,
cHabxkeHHYI0 MeMOpaHoit s
KOHTpOJIs NepBOro BCKpbITH. [1o 1 nepsoro sckpbitys. [To 1 TyGe B nauky

HHCTPYKIIHEH N0 NpHMeHeHHI0

20 g in a laminated aluminum tube 20 g, 50 g or 100 g in a laminated
equipped with tamper-evident
membrane. 1 tube and patient
information leaflet in a carton. / patient information leaflet in a carton. /

aluminum tube equipped with
tamper-evident membrane. 1 tube and

ITo 20 r, 50 r uam 100 r B TYGY 3
JIaMHHMPOBAHHOIO aNIOMHHMS,
cHabXEHHYtO MeMOPaHOH 11 KOHTpONS

KapTOHHYIO C MHCTpYKLMeH no
[IPUMEHCHHIO

Sl

Labeling / Mapkuposka

According to ND / B coorsetctrin ¢ HJI

10 |Storage conditions /
XpaHeHue

He 3amopaxuBarts.

At temperaiur'e below 25 °C. Do not freeze. / [pu TeMneparype He Bbiwwe 25 °C.

11| Shelflife / Cpoxk roanoct

R years / 2 roga

Remarks : The Product conforms to ND/
IIpumeyanne: IIpoaykr cooTBeTcTBYeET TpeboBanusm HJI

Conclusion : APPROVED /
3axmoyenue: OJJIOGPEHO

Prepared by / [loarorosneno:

Ramakant w

Checked by / ITposepeHo:
Himesh Kumar

Approved by: Manager/Executive / Ono6peno:
MeHenxep / PykoBonutenn
Manoj Kumar “’)n Lu’@

<

Reprint Date /
Hara:06.10.2022

Reprint Date /

Hara: 06.10.2022

Reprint Date /
Hara: 06.10.2022
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