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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAIIN3A
Product Nise gel
Ipoaykr Haiiz®, renb as1s HapyAHOro npiMeHeHus 1% )
Batch No / 1 V220724 Batch Quantity / : 22706.00units /
Cepus Ne O0bem napTun 22706.00 eqnHMI
Analytical Report No / : 040001640753 Date of Analysis/ : 19.09.2022
AHaIUTHUYECKHIT oTueT No JlaTa ananu3a
Date of Manufacture / : Sep.2022 Date of Expiry / : Aug.2024
JaTa npousBoacTea I'ogen 10

Analysis performed according ND / Anann3s nposenen no H: [1N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / 13m. Ne 1 ot 16.09.2020, u3m. Ne 2 o1 13.01.2022)

Ne |Test/ ITokasatens Result/ Pesynbrater Specification / Ho_pM_a __|
1 Description / Onucanue Homogenous transparent light ~ Homogenous light yellow to yellow
yellow gel free from particulate transparent gel, free from particulate matter
matter / OnHOPOAHBIH Npo3paynblil /  OnHOPOAHBIH  MPO3payHbli  reib  OT
refb CBETJIO-XKENTOr0 LBETa,  CBETNO-KEJNITOr0 O  IKEJNTOro  IBEeTa,
cBOOO/IHBIN OT MOCTOPOHHUX ~ CBOOOJAMBIN OT MOCTOPOHHUX YaCTHLL.
_ - YACTHL. _
2 Identification by HPLC / Complies as prescribed / The retention time of the mijor peak in the
[ommmHHOCTDL CoOTBETCTBYET TPeOOBAHUAM chromatogram of the sample preparation
' corresponds to that in the standard
preparation under assay / Bpewms
YAEpXKHBaHUS  OCHOBHOTO  MHKa  Ha
XpOMaTorpaMMe MCMbITYeMOro — pacTBOpa
JIOJDKHO COOTBETCTBOBATD BPEMEHH
yOSpKMBAHUsL THKa Ha XpomarorpaMme|
CTAHIAPTHOIO  pacTBopa Humecymma!
A (pa3nen «KonnuecTeeHHOE ONPENENEHUED) |
3 Weight of package content 51g/51r In according to Rus. Ph..Not less than |
Macca conepxumMoro 50.0 g/ B cooTBeTcTBMU ¢ TpeOOBaHHAMH
[YNaKoBKH ['® PO. He menee 50,0 T
4 pH o 5.5 ~ Between 4.6 and 6.0 / ot 4,6 10 6,0
|

Remarks : The Product conforms to ND/

IIpumeyanue: IIpoaykT cooTBeTCTBYET TpeboBanuam HJI

Conclusion : APPROVED /
Saxmouenne: OJOBPEHO

Prepared by /
TloaroroBneHo: Anl}cfil

Checked by /
IIposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosoanresns

C_J_/ Manoj Kumar | \_01; _li{_{',‘_,L—J

-

/A
Reprint Date /
Hata: 19.09.2022

Reprint Date /
Jlara: 19.09.2022

Reprint Date /
Hara: 19.09.2022
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Tel: 491 301900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Jata npousBoacTBa
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIU3A

Product ¢ Nise gel
IlpoaykT Haiiz®, renb aas HapyKHOFo nipimeHeHus 1%
Batch No / 1 V220724 Batch Quantity / : 22706.00units /
Cepus Ne Odbem mapTuu 22706.00 eanHuL
Analytical Report No / : 040001640753 Date of Analysis / : 19.09.2022
AnagqurHdeckuii oTyert No JlaTa anaausa
Date of Manufacture / : Sep.2022 Date of Expiry / : Aug.2024

Analysis performed according ND / Ananu3s nposenen mo HJI[: ITN012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 ot 16.09.2020, 13m. Ne 2 ot 13.01.2022)

5 Related substances /PoacTBeHHbie NpUMecH

1) Impurity A / [lpnimMecs A

Not detected / He oGHapysxeHa

1) Not more than 0.2 % / He bounee 0,2 %

2) Impurity B / Ilpumecs B

Less Than LOQ (LOQ = 0.04 %) /
Hwxe npenena KOJIMUYECTBEHHOTO
onpenenenus ([MKO = 0.04 %)

2) Not more than 0.2 % / ne donee 0,2 %

3) Impurity C/ Ipumecs C

Not detected / He obHapykeHa

3) Not more than 0.2 % / ne dojee 0,2 %

4y Impurity D / ITpumecs D

Not detected / He oOHapyxeHa

@) Not more than 0.2 % / He bonee 0,2 %

5) Impurity E / [Ipumecs E
6) Impurity F / [1pumecs F

7) Highest individual
unknown impurity /
Eaunnunas

[pUMeCh
8) Total impurities /
CymMMa npumeceii

HelJIeHTHPHLIITpOBaHHAs!

Not detected / He oOHapyxeHa

5) Not more than 0.2 % / ne donee 0,2 %

Not detected / He oBHapyxeHa

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

Less Than LOQ (LOQ =0.01 %) /
Hinke ripeaena KOJHYECTBEHHOTO
onpexnenenns (ITKO = 0.01 %)

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

Less Than LOQ / Huxe npenena
KONHYECTBEHHOrO OMpeeNicHIs

8) Not more than 1.5 % / He bonee 1,5 %

Remarks : The Product conforms to ND/
Ilpumeuanne: [TponykT cootBeTcTBYET TpeboaHusaM HJL

Conclusion : APPROVED /
3axkmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

[Tonroroenexno: Ankit [Iposepeno: Pardeep Kumar Opnobpeno: Menemxep / PykoBoaurenb
/’-’{ _ : Manoj Kumar /
(A = Amfreat

Reprint Date / Reprint Date / Reprint Date /

Hara: 19.09.2022 Jara: 19.09.2022 Hara: 19.09.2022
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CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHANTU3A
Product  : Nise gel i
INpoaykr : Haii3®, renb ans napysxHoro npimexeHns 1%
Batch No / : V220724 Batch Quantity / : 22706.00units /
Cepust Ne O6bem nmapTuu 22706.00 eannuiy
Analytical Report No / : 040001640753 Date of Analysis/ : 19.09.2022
Ananurnyeckuii oryer Ne - JaTa aHanusa
Date of Manufacture / : Sep.2022 Date of Expiry / : Aug.2024
JlaTa npon3BoACTBA T'opgen oo
Analysis performed according ND / Anaan3 nposeaen no HJI: [1N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 ot 16.09.2020, n3m. Ne 2 ot 13.01.2022)

6 | Microbial limits /

Mukpobuonoruueckas

yucTOTa |

Total aerobic microbial count

/ O61uee uucno a3podHbIX Less than 10 CFU/g / Not more than 100 CFU/g /

MUKPOOPraHH3MOB Menee 10 KOE/T He 6onee 100 KOE/r

Total combined yeast and

molds count / OB1uee 4uciIo Less than 10 CFU/g/ Not more than 10 CFU/g/

IPOMKEBBIX U MJIECHEBBIX Menee 10 KOE/r He 6o5ee 10 KOE/r

rpuboB

S.aureus Absent / OTcyTcTBYET Should absent in 1 g/ OtcyTcTBue B 1t

P.aeruginosa | Absent / OTcyTCTBYET Should absent in 1 g/ OtcytcTBHE B Ir

7 |Assa3}/ KonuuecTBeHHOE | 10.11 mg/ 10.11 mr Not less than 9.0 mg and not more than

orpeneneHue 11.0 mg of C13H,2N>OsS Nimesulide in
one gram of gel. /
ot 9,0 1o 11,0 mr C;3H12N>OsS
(unmecynuaa) B 1 r npenapara

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: [TponykT cooTeTcTBYET TpeOoBanusam HJI 3axmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Noarororneno: Ankit 'nJ [posepeno: Pardeep Kumar OnobpeHo: MeHenxkep / PykoBoauresb
/ Manoj Kumar =" ,
i A Ci:‘ J \*UZ':L'LL
Reprint Date / Reprint Date / Reprint Date /
Hara: 19.09.2022 Hara: 19.09.2022 Hara: 19.09.2022
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAITU3A

Product : Nise gel

Ilpoaykr Hatiz®, resib 415 Hapy»KHOro npuMeHeHus 1% -
Batch No / 1 V220724 Batch Quantity / : 22706.00units /
Cepus Ne Ob0bem napTun 22706.00 eannuny
Analytical Report No / ¢ 040001640753 Date of Analysis / : 19.09.2022
AHaJIUTHYEeCKHIT oTyeT Ne JaTa anaausa

Date of Manufacture / : Sep.2022 Date of Expiry / : Aug2024

JlaTa npouzBoacTBa T'onen oo

Analysis performed according ND / Anaau3 nposenen no H: [T 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)

8 | Package / YnakoBka 50 g in a laminated aluminum tube ‘20 g, 50 g or 100 g in a laminated
' 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. / |
[To 50 r B TYyOY u3 [To 20 r, 50 r wim 100 1 B TYOY M3 |
JIAMHHHPOBAHHOTO aJIIOMHUHUS, JIAMHHUPOBAHHOTO aIIIOMUHMUS, '
ICHa6)KeHHy}O memOpaHoil anis cHaO)keHHY0 MeMOpaHoii Al KOHTPOJIS I
KOHTpONst nepBoro BekpbitTs. [1o 1 nepeoro BekpbiTus. [1o 1 Tybe B nauxy
TyOe B NauKy KapTOHHYIO C KAPTOHHYIO C MHCTPYKLHEH 1o
| MHCTPYKIiel Mo NpUMeHEeHUIO TIPUMEHEHUIO
9 | Labeling / MapkuipoBka According to ND / B cootBerctBuu ¢ HII
10 | Storage conditions / At temperature below 25 °C. Do not freeze. / [1pu Temnepatype He Bbliue 25 °C.
XpaHeHne He 3amopaxuBarth.
11 [Shelflife / Cpok romHoct ]2 years / 2 rona -

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Ipoaykt coorBercTBYeT TpeboBanusaM HJ{ 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Ankit A ITpoBepeno: Pardeep Kumar Onobpeno: Menemxkep / Pyxosoaurens
) Manoj Kuma -- )

,. // :,'_,/ of.:/ anoj Kumar Hyy ‘f_r;g__é_ﬁ;
Reprint Date / Reprint Date / Reprint Date /
Hara: 19.09.2022 Jara: 19.09.2022 Hara: 19.09.2022
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