Dr.
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formuiation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTU®UKAT AHAJIU3A

Distt. Solan, H.P., 173 205, INDIA

Tel: +91 9816b 560UL-UZ

Product : Nise gel

Hpoaykr : Haii3®, rens juist Hapy*HOro npuMeHeHus 1% B RUUTE iy 0T

Batch No / : V220330 Batch Quantity / : 56294.000units /
Cepun Ne O0vem napTad 56294.000 eiHmnL
Analytical Report No / : 890001591558 Date of Analysis / : 23.05.2022
AHajauTHYecKHii oTyeT Ne Jara aHa;inza

Date of Manufacture / : May.2022 Date of Expiry / : Apr.2024

JlaTa npou3BOACTBA T'ongen o

Analysis performed according ND / Anaau3 nposeaen 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, u3m. Ne 2 ot 13.01.2022)

1

[Ne [Test / ITokazatens

Result / Pe3ynbTaThbl

Specification / Hopma

Description / Onucanue

Homogenous transparent yellow gel Homogenous light yellow to yellow

free from particulate matter /
OHOpPOAHBIH NPO3paHbIH renlb

CBETJIO-KEJITOrO 1IBETA, CBOOOMHBIH CBETIO-XKEITOIO

OT MOCTOPOHHUX YaCTHL.

transparent gel, free from particulate matter
/ OQOHOpOIHbIH INpO3pa4HbId Trelb OT |
A0 KENTOro  LBETa, |
cBODOHBINM OT MOCTOPOHHMX YACTHIL.

2 |Identification by HPLC /

Complies as prescribed /

The retention time of the major peak in the

[loanMHHOCTD CooTBeTCTBYET chromatogram of the sample preparation
TpeOOoBaHUSIM corresponds to that in the standard

preparation under assay / Bpewms

yIEpKMBaHHMsS  OCHOBHOTO  TMKa  Ha

XpoMaTorpaMMe HCIIBITYEMOro  pacTsopa

TIOTIKHO COOTBETCTBOBATh BpPEMEHH

YVIep)KHBaHWs [MKa Ha XpomaTorpamme

CTAHAApPTHOrO  pacTBOpa  HHMECYJIHJA

(paznen «Konn4yecTBEHHOE ONpeaeIeHHe)

3 | Weight of package content 21g/21r In according to Rus. Ph.Not less than
Macca conepxumoro 20.0 g / B cooTBeTcTBUH ¢ TpeOOBaHHAMH |
YITaKOBKH I'® P®. He menee 20,01 |

4 |pH 5.5 Between 4.6 and 6.0 / oT 4,6 10 6,0

||

S | Related substances /PoncTBeHHbIE TPpUMECH

1) Impurity A / [Ipumecs A

2) Impurity B / Ilpumecs B

Not Detected

Below LOQ (LOQ = 0.04%) /

Huxe npeaena

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

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoaykT cooTBeTcTBYET TpeboBaHusaM HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / [loarorosseno:

Ankit o
A

Checked by / [IpoepeHo:
Naresh Kumar

Approved by: Manager/Executive / Ono6pero:

MeHekep / Pykosopues
Manoj Kumar f —/;Lw )

Reprint Date /
Jata:23.05.2022

Reprint Date /

Hara: 23.05.2022

Reprint Date /
JHata: 23.05.2022

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: L85195AP1984PLCO04507
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Batch No / 1 V220330 Batch Quantity / : 56294.000units /
Cepnst Ne O0beM napTHu 56294.000 epnuu
Analytical Report No / : 890001591558 Date of Analysis / : 23.05.2022
AHaTHTHYEeCKHi oTyeT No JlaTa anajgnza

Date of Manufacture / : May.2022 Date of Expiry / : Apr.2024

JlaTa npou3BOACTBA ToneH oo

Analysis performed according ND / Auanus nposeaen no HJI: [IN012824/02-100320 (amend Ne 1

from 16.09.2020, amend Ne 2 from 13.01.2022 / uzm. Ne 1 ot 16.09.2020, u3m. Ne 2 ot 13.01.2022)

6 | Microbial limits /
Miukpobuonoruyeckas
YHCTOTA
Total aerobic microbial count
* O6inee umcno aspobbix  |Less than 10 CFU/g / Not more than 100 CFU/g /
| MHKPOOPTaHU3MOB Memnee 10 KOE/r He Gonee 100 KOE/r
Total combined yeast and
imolds count / O61ee yncno |Less than 10 CFU/g/ Not more than 10 CFU/g/
J[LpO)K)KeBb[X v mnecuespix  Menee 10 KOE/r He Gonee 10 KOE/r
rpu6oB
S.aureus Absent / OTcyTcTBYET {Should absent in 1 g/ OTcyTcTBUE B 1T
P.aeruginosa |Absent / OTCYyTCTBYET Should absent in 1 g/ OtrcyTcTBHE B 1T
7 | Assay/ KonuuecTBeHHOE 10.28mg / 10.28wmr Not less than 9.0 mg and not more than
onpeneneHue 11.0 mg of C;3H2N205S Nimesulide in
one gram of gel. /
oT 9,0 J0 11,0 Mr C13H2N2OsS
(nmmecyninua) B 1 r mpenapara
8 |Package / Ynakoka 20 g in a laminated aluminum tube 120 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. /
ITo 20 r B TYyOY U3 [To 20 r, 50 r unu 100 r B TYOy 13
TaMHHHPOBAHHOTO AJIFOMUHMS, JNaMIHIPOBAHHOIO ANFOMHHMS,
cHabxxeHHy1o MeMOpaHoi A cHabKeHHYI0 MeMOpaHOH /Ut KOHTPONA
KOHTPOJIsl IEPBOTO BCKPBITHSL. ITo 1 neproro BckpbiTus. [To 1 Ty6e B mauxy

[ry6e B NaYKy KapTOHHYIO C
[HHCTPYKLMEN 110 IPUMEHEHHIO

KapTOHHYIO C UHCTPYKIMEH 110
NPHMEHEHHIO

9 ‘ Labeling / MapkupoBka

![According to ND / B coorerctBuu ¢ HJ|

Remarks : The Product conforms to ND/
Ipumeuanne: [Tpoaykr coorsercrByer TpedoBanusm H/L

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

JHara:23.05.2022

Hata: 23.05.2022

Prepared by / ITogrorosnexo: Checked by / [IposepeHo: Approved by: Manager/Executive / Ono6peHo:
Ankit . Naresh Kumar Menemwxkep / Pykopopurens

(@ Manoj Kumar w{
Reprint Date / Reprint Date / Reprint Date /

Jara: 23.05.2022
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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)

10 | Storage conditions / IAt temperature below 25 °C. Do not freeze. / [1pu Temneparype He Bbiule 25 °C.
Xpauenue He 3amopaxuBaTthb.

11 |Shelf life / Cpok rogsocTd 2 years / 2 roaa

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeuyanne: [Tponykt cooTBeTcTBYET TpeboBanysaM HJI 3akmouenne: OJOBPEHO
Prepared by / IToarotosneHo: Checked by / IIposepeno: | Approved by: Manager/Executive / Ono6peHo:
Ankit & Naresh Kumar Menemxep / PykosoanTes
C F»ﬁ ; @ Manoj Kumar Uﬂ;/
Reprint Date / Reprint Date / Reprint Date /
Jata:23.05.2022 Hata: 23.05.2022 Hara: 23.05.2022
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