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CERTIFICATE OF ANALYSIS
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CEPTUDUKAT AHAJTTU3A
Product : Nise gel 1%
IIpolykr Haii3"”, resp st HApY)KHOrO NpUMEHEHHUS 1%
BatchNo / : V230562 Batch Quantity / : 24000.0 units /
Cephta Ne O6bem napruu 24000.0 equHMAL]
Analytical Report No / : 890001691269 Date of Analysis / : 30.09.2023
AnalluTnyeckuii oryer No JaTa ananusa
Date of Manufacture / : Sep-2023 Date of Expiry / : Aug-2026
JlaT2 npoM3BOACTBA I'oxen no

Analysis performed according ND / Ananus nposegen nmo HJI: JIII-Ne(001198)-(PI™-RU)-290323

Ne | Test / IToka3zatenb

Result / Pe3ynbTarsl

Specification / Hopma

1  |Description / Onucanue

Homogenous light yellow clear gel
free from particulate matter /
OIHOPOAHBIH MPO3pavHblii renb
CBETJIO-XKENTOrO 11BETa, CBOOOAHbIM
OT MOCTOPOHHUX YACTHIL.

Homogenous light yellow to yellow clear
gel, free from particulate matter /
OnHOpOAHBIH TNPO3payHbIH  reib  OT
CBETIIO-XKENTOr0 JIO OKEITOro IBeTa,
CBOGOMHBIH OT NIOCTOPOHHHUX YaCTHL.

2 |Identification by HPLC /
Mpentnduxarus (BIXX)

Complies as prescribed /
CooTBeTCTBYET TpeOOBaHUAM

The retention time of the main peak in the
chromatogram of test solution should|
correspond to the retention time of the main
peak in the chromatogram of nimesulide
reference standard solution (section Assay)

Bpems yaep)xuBaHu|sI OCHOBHOI'O NIHKA Ha
XPOMAaTOrpaMMe HCIBITYEMOrO0 pacTBopa

MOJDKHO ~ COOTBETCTBOBATh BpPEMEHU
VICPXKMBAaHHUS  OCHOBHOTO  IHKAa  HA
XpoMaTOrpaMMe pacTBOpa CTaHAAPTHOIO
obpasia HUMeCyTuaa (paznen

«Kon1yecTBEHHOE ONPEIENICHUE)

3 | Weight of package content 51g/5lr According to the requirements. Not less
Macca cogepxumMoro than 50 g / B cooTBeTcTBUU ¢
yI1aKOBKU TpeboBanusmMu. He menee 50 r

4 |pH 5.7 Between 4.6 and 6.0 / Ot 4,6 no 6,0

5 | Related substances /PoacTBeHHBIE TPUMECH

Remarks: The Product conforms to ND/
IIpumeuanne: [IpoaykT cooTBeTCTBYET TpeboBanusaM H]T

Conclusion: APPROVED /
3axkiauenune: OJJOBPEHO

Jara: 30.09.2023

Hara: 30.09.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosnexo: ITposepeno: Himesh Kumar Onobpeno: Menemxkep / PykosoauTens
Pardeep Kumar Qﬁ,/ ! QA//—“:’ Manoj Kumar a" E - ﬂ
Reprint Date / Reprint Date / Reprint Date /

Jara: 30.09.2023
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJTIU3A
Product : Nise gel 1%
Ipoaykr : Haiiz®, rens st HapyxHOro npuMeHeHus 1%
Batch No / : V230562 Batch Quantity / : 24000.0 units /
Cepus No O6bemM mapTHH 24000.0 equHM1]
Analytical Report No / : 890001691269 Date of Analysis / : 30.09.2023
AHaJuTHYeCKHii oTyeT No JlaTa aHauM3a
Date of Manufacture / : Sep-2023 Date of Expiry / ¢ Aug-2026
JlaTa npon3BoACTBA TI'open o
Analysis performed according ND / Anasn3 nposesen no H/I: JII1-Ne(001198)-(PI'-RU)-290323

1) Impurity A/ [lpumecs A | Not detected / He o6HapyxeHa 1) Not more than 0.2 % / ne 6osee 0,2 %

2) Impurity B / ITpumecs B Below LOQ (LOQ = 0.04 %) / Huxe 2) Not more than 0.2 % / ne 6osee 0,2 %
npenena KOMH4eCTBEHHOTO
onpenenenus (ITKO = 0.04%)

i 3) Not than 0.2 % / He 6 0,29
B) Impurity C/Tlpamecs C Not detected / He obHapyxeHa ) Not more than o/ e bonee 5

1) I ity D /T D 4) Not more than 0.2 % / He 6omnee 0,2 %
) Impurity pHMECE Not detected / He obHapyxeHa ’ ’

o 0,
) Impurity E / Tpusecs E Not detected / He oBHapyseHa 5) Not more than 0.2 % / He 6onee 0,2 %

Not detected / HE 06Hapy)KeHa 6) Not more than 0.2 % / HE 60.1166 0,2 %
6) Impurity F / ITpumecsk F
Below LOQ (LOQ = 0.1%) / Huxe [7) Not more than 0.2 % / ne 6onee 0,2 %

npeJena KOJIMIEeCTBEHHOTO
onpeaenenns (ITKO = 0.1 %)

7) Highest individual
unknown impurity /

Envnununas
HeuJeHTHGULIMPOBaHHAS
pUMeCh
8) Total impurities / Below LOQ / Huxe npenena 8) Not more than 1.5 % / He 6omnee 1,5 %
Cymma npumeceit KOJINYECTBEHHOTO OMpeAeNICHHs
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IIpumeuanue: [IpoaykT cooTBeTCTBYET Tpeboranusam HJ 3axkmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosieHo: [Tpoeepeno; Himesh Kumar Opnobpeno: Menemkep / Pykosogurens
Pardeep Kumar - l Ql/_c,u Manoj Kumar s
Reprint Date / Reprint Date / Reprint Date /
Hara: 30.09.2023 Hata: 30.09.2023 Hata: 30.09.2023
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTIU3A
Product : Nise gel 1%
Hpoaykr : Haiis®, rens juis HapyxHOro mpumeHerns 1%
Batch No / 1 V230562 Batch Quantity / : 24000.0 units /
Cepus Ne O0beM napTuu 24000.0 enuHuUIL
Analytical Report No / : 890001691269 Date of Analysis / : 30.09.2023
AHaluTHYecKkHii oTyeT No Jara anaiuza
Date of Manufacture / : Sep-2023 Date of Expiry / ¢ Aug-2026
JlaTa npou3BoACTBA T'open o
Analysis performed according ND / Anasu3 nposeaen mo HJI: JIII-Ne(001198)-(PI'-RU)-290323

6 |Microbial limits* /
Mukpobuonoruyeckas
yucroTa*
Total viable aerobic microbial
count / Obluee KOIUYECTBO <10 CFU/g /<10 KOE/r Not more than 10> CFU/ g/
DKM3HECTIOCOBHBIX a3pOBHBIX He 6onee 10* KOE/r
MHKPOOPIaHU3MOB
Total combined yeast and <10 CFU/g/ <10 KOE/r Not more than 10' CFU/g /
molds count / O61mee 4ncino He 6onee 10' KOE/r
IPOMOKEBBIX U MITECHEBBIX
rpu6oB
Pseudomonas aeruginosa Absent Should absent in 1 g/ OTcyTcTBUEe B 1 T
Staphylococcus aureus Absent Should absent in 1 g/ OTcyTcTBHE B 1 T
7 | Assay / KonuuecTBeHHOE 10.21mg/ 10.21mr Not less than 9.0 mg and not more than
onpeneeHue 11.0 mg of C13H2N205S (nimesulide) in
one gram of gel. /
Ot 9,0 no 11,0 mr C;3H2N205S
(Humecynun) B 1 r npenapara
8 |Package / YnakoBka 50 g in a laminated aluminum tube equipped with tamper-evident membrane. 1
tube and patient information leaflet (package insert) in a carton. /
ITo 50 r B TyOy W3 TaMUHHPOBAHHOTO AFOMHHUSA, CHAOXEHHYIO MEMOpaHOi
ISt KOHTPOJIs T1epBOro BCkpbiTHsl. [To 1 Ty6e B Mayky KapTOHHYIO €
MHCTpPYKIHEH 110 MPUMEHEHHIO (JIMCTKOM-BKJIAZIBILIEM).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IIpumeuanne: [IpoxykT cooTBeTCTBYET TpeboBaHuaM HJI 3akmouenne: OJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: ITpoBepeno: Himesh Kumar Onobpeno: Menemxkep / PykoBoauTenb
Pardeep Kumar Qﬁ—/z lel_Q, Manoj Kumar é .:M
Reprint Date / Reprint Date / Reprint Date /
Jarta: 30.09.2023 Hara: 30.09.2023 Jlara: 30.09.2023

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: L85195AP1984PLC0O04507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.

@
Dr Redd ’s ‘... Formulation Unit-6
2 y - Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, IND|A

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAITU3A
Product : Nise gel [%
Hpoaykr : Haiiz®, rens wist HapyxHoro npumMeHeHus 1%
Batch No / : V230562 Batch Quantity / : 24000.0 units /
Cephs Ne O0bem napTun 24000.0 equHMLL
Analytical Report No / : 890001691269 Date of Analysis / : 30.09.2023
Adaaurndeckuii oruer Ne JlaTa aHasm3a
Date of Manufacture / : Sep-2023 Date of Expiry / : Aug-2026
JaTa upou3BoacTBa I'open go
Analysis performed according ND / Ananus nposeaen no H/I: JII1-Ne(001198)-(PI'-RU)-290323

* It is carried out by the manufacturer at release periodically (with an interval of one test for 20 series or at least 1 time per
year). The test can be absent in the certificate of analysis of manufacturer. /

* TIpOBOAWTCS MPOU3BOAMTEINIEM NMPHU BBIMYCKE MEPUOJHUYECKH (C HHTEPBAJIOM OJHO MCTIbITaHHE Ha 20 cepuii uau He MeHee 1 pasa B
ron). Tlokazartens MoXkeT GbITh HE BKIIIOUEH B CEPTU(UKAT aHANHU3a QUPMBL.

API name (INN) / A®C (MHH): Nimesulide / Humecymup

API manufacturer batch number / NMS/13070686

Howmep cepun nponssogutens ADC:

FP Manufacturer API Batch number /

Howmep cepuu cyocTtaniuu npouspoantess I'JID: FEQA00379

API Manufactured by & country / Aarti Drugs Ltd., India /
IIpousBoautens ADC, cTpana: Aapru parc JItn., Uanus

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ilpumeuanne: [Iponykt cootBercTBYeT TpebosanusM HJT 3akaouenune: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosnexo: . [Mposepeno: Himesh Kumar Onobpeno: Meremxep / PykoRoauTeib
Pardeep Kumar c:,f,— C:lt—"/:—_:— , | Manoj Kumar w
Reprint Date / Reprint Date / Reprint Date /

Hara: 30.09.2023 Hata: 30.09.2023 Hara: 30.09.2023
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