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CEPTUO®UKAT AHANTU3A
Product : Nise gel
Mpoayxr : Haiis®, reas AN HapyxKHOrO NPUMEHEHNUS 1%
Batch No/ : V211200 Batch Quantity / : 56,488.000 units /
Cepus Ne O0bemM HapTHH 56,488.000 equnuLl
Analytical Report No / : 890001553290 Date of Analysis / : 31.10.2021
AHajuTHYecKHii oTueT No Jarta aHaausa
Date of Manufacture / : Oct.2021 Date of Expiry / : Sep.2023
JaTa npoM3BoaCTBA T'onen a0
Analysis performed according ND / Anaau3 nposeaen no HJI: [T N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

No | Test / Iloxa3zarens | Result / PesysnpraTsl ['Specification / Hopma
1 Description / Onucanune Homogenous light yellow Homogenou§ light yellow to yellow
transparent gel free from particulate transparent gel, free from particulate matter
matter / OiHOpPOAHBIH npo3pa4Hbit / OMHOPOAHBIA NPO3pPaYHbIA  TeNb  OT
reJb )KeNTOro LBETa, CBOOOAHBIM OT CBETIO-KENTOro N0  JKENTOrOo  IIBeTa,

MOCTOPOHHUX YaCTHLL. (cBOBOIHBIH OT MOCTOPOHHUX YaCTHIL.
{ |
2 |Identification by HPLC/ Complies as prescribed / | The retention time of the major peak in the
[ToanrHHOCTB COOTBETCTBYET chromatogram of the sample preparation
TpeOOBaHUAM corresponds to that in the standard

preparation under assay / Bpems
YOEpXKUBaHUS ~ OCHOBHOTO  THMKa  Ha
XpOMaTorpaMMe HCIIBITYEMOrO  pacTBOpa
JTOJKHO COOTBETCTBOBATh BpPEMEHU
YIEpXKHBaHHs THKa Ha XpoOMarorpamme
CTAaHJapPTHOTO  pacTBOpa  HHUMECYNHIA
(pasnen «KonnyecTBeHHOE onpeJieIeHNe»)

3 | Weight of package content |21 g/ 2lr In according to Rus. Ph.Not less than
Macca conep>XUMOTro 20.0 g / B cooTBeTcTBUU C TpeOOBaHUIMH
yI1aKOBKH [® PD. He menee 20,0

|
4 pH 5.2 | Between 4.6 and 6.0/ ot 4,6 510 6,0

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: [TpoxykT cooTBETCTBYET TpeboBanusm HJT Zaxmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosiexo: [IpoBepeHo: Onobpeno: Menemxkep / Pykosoauresib
Ankit Himesh K < | P K

i 6,3/ imesh Kumar 'é g awan Kumar /i\l__ _
Print Date / Print Date / Print Date /
Jlara: 31.10.2021 Harta: 31.10.2021 Hara; 31.10.2021

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
www.drreddys.com
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JaTta npou3BoACTBa

Tonen oo

CEPTU®UKAT AHANTU3A
Product : Nise gel
IpoxykT Haii3®, resb ans HapyHOro npumeneans 1%
Batch No / : V211200 Batch Quantity / : 56,488.000 units /
Cepusi Ne O0bem napTun 56,488.000 enuBuULy
Analytical Report No / : 890001553290 Date of Analysis / : 31.10.2021
AHaJnTH4decKui oTyer Ne JlaTa aHaau3a
Date of Manufacture / : Oct.2021 Date of Expiry / 1 Sep.2023

Analysis performed according ND / Ananu3 nposenen mo HJI: IT1N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

5 |Related substances /PoncTBeHHbBIE NPUMECH

1) Impurity A / Ilpumecs A

2) Impurity B / [Ipumecs B

3) Impurity C / [Ipumecs C

4) Impurity D / [Ipumecs D

6) Impurity E / [Ipumecs E

7) Impurity F / [Tpumecs F

8) Highest individual
unknown impurity /
Enunnyzas
HEHAEHTHHULIHPOBAHHAS
[PUMECH

0) Total impurities /
CymmMa npumMecert

Not Detected

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

BDL (Disregard Area 4377)

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

Not Detected

3) Not more than 0.2 % / e bonee 0,2 %

Not Detected 5) Not

more than 0.2 % / He 6osee 0,2 %

Not Detected

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

Not Detected

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

Less than LOQ (0.1%)

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

Less than LOQ

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

Remarks : The Product conforms to ND/
Ilpumeuanue: [Tpoaykt coorseTcTByeT TpeboBanmsam HJT

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: IIposepeHno: Onob6peno: Menemkep / PykoBoaurens
Ankit & Himesh W Pawan Kumar %

Print Date / Print Date / Print Date /

Hara: 31.10.2021 Hara: 31.10.2021 Hata: 31.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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CEPTU®UKAT AHATTU3A
Product Nise gel
Ipoaykt Haii3®, renb ais HapyKHOro npuMeHeHus 1%
Batch No / : V211200 Batch Quantity / : 56,488.000 units /
Cepun Ne O6beM mapTuu 56,488.000 emmHn
Analytical Report No / : 890001553290 Date of Analysis / : 31.10.2021
AnaquTH4ecknii oryer Ne JaTa agannia
Date of Manufacture / : Oct.2021 Date of Expiry / : Sep.2023
JaTa npoH3BOACTBA T'open o
Analysis performed according ND / Ananns nposenen no HJI: TTN012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

|6 |Microbial limits /
Muxpobuonornueckas
4HUCTOTA

Total aerobic microbial count
/ O61ee Yrcio adpoOHbIX
MHKpPOOPTraHH3MOB

Total combined yeast and
molds count / O6l1Lee YHCTo
[IPOMOKEBBIX U TNIECHEBBIX

Less than 10 CFU/g/
Menee 10 KOE/r

Less than 10 CFU/g/
[Menee 10 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Not more than 10 CFU/g /
He 6onee 10 KOE/r

rpuboB
S.aureus Absent / OTCYTCTBYET
P.aeruginosa Absent / OTCyTCTBYET

Should absent in 1 g/ OTcyTcTBHE B 1T

Should absent in 1 g/ OtcyTcTBue B Ir

loripenenexue

7 | Assay / KonnuecTBeHHOE

10.39 mg/ 10.39 mr

Not less than 9.0 mg and not more than
11.0 mg of C;3H12N>05S Nimesulide in

one gram of gel. /
ot 9,0 1o 11,0 mr C;3H12N20sS
l(HI/IMCC)’J‘II/I,[Ia) B 1 r mpenapara

Remarks : The Product conforms to ND/
Tpumeyanue: [TpoxykT cooTBeTCTBYET Tpebopanmsam HJT

Conclusion : APPROVED /
3akawdenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IoaroToBneHo: [IpoBepeno: Onobpeno: Menemkep / PykoBoaurenb
Ankit (ﬁ// Himesh KW Pawan Kumar

Print Date / Print Date / Print Date /

Jara: 31.10.2021 Hara: 31.10.2021 Hara: 31.10.2021
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CEPTUDPUKAT AHATTU3A
Product : Nise gel
Mpoaykr : Haii3®, resb 415 Hapy)HOTO NpUMEHeHUs 1%
Batch No / : V211200 Batch Quantity / : 56,488.000 units /
Cepust Ne O6bem napTun 56,488.000 eanum
Analytical Report No / : 890001553290 Date of Analysis / : 31.10.2021
AHaJuTHUYeCKHi oTyeT No JlaTa aHaau3a
Date of Manufacture / : Oct.2021 Date of Expiry / : Sep.2023
JlaTa ipoH3BOACTBA T'onen no
Analysis performed according ND / Anaaun3 nposeaen no HJI: [1N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

8 | Package/ YnakoBka 20 g in a laminated aluminum tube 20 g, 50 gor 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 TYOY U3 Mo 20 1, 50 r unm 100 r B TYOy U3
JIaMUHUPOBAHHOIO ATIOMHHMS, JlaMHHHPOBAHHOIO AJIFOMHUHUS,
[cHabxeHHy0 MeMOpaHoil Juis cnabKeHHyI0 MeMOpaHoi 1Jisl KOHTPOJIs
KOHTpOJIs IepBOro BCkpbiths. [1o 1 mepsoro BekphiThs. Ilo 1 Tybe B mayuky
TyGe B MauKy KapTOHHYIO C KAPTOHHYIO C HHCTPYKLMEN MO

. MHCTPYKI{MEH TI0 IPUMEHEHHIO NpHMEHEHHIO

0 |Labeling / MapxupoBka According to ND / B cootBercTBiu ¢ HJI

10 | Storage conditions / At temperature below 25 °C. Do not freeze. / IIpu Temneparype He Bbiiue 25 °C.
XpaHeHue He 3aMOpauBaTth.

11 |Shelflife / Cpok ronHocTd 2 years / 2 roga

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: [1poaykT cooTBeTcTBYET TpeboBanuam HJT Sakmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

Onobpeno: Menenxep / PykoBoaurens

IToarorosnexo: IIposepeHo:
Ankit m Himesh KM " Pawan Kumar
N_~

Print Date 7 Print Date / Print Date /
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