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CEPTUDUKAT AHATIN3A
Product : Nisegel 1%
Hponyxr Haiis", renp mnist Hapy»xHoro nprumenexus 1%
Batch No / : V230607 Batch Quantity / : 22835.0 units /
Cepusa Ne O6bem napTHH 22835.0 eqnuiiy
Analytical Report No / : 890001685560 Date of Analysis / + 31.08.2023
AnajguTHYecKuii oTder Ne JlaTa anannsa
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
Jara poH3BOACTBA T'oneH no

Analysis performed according ND / Anasu3s nposeaen no HJI: JITT-Ne(001198)-(PI'-RU)-290323

Ne | Test / IToka3zarenn

Result / PesynbpTatsl

Specification / Hopma

1 | Description / Onucanue

Homogenous light yellow clear gel
free from particulate matter /
OnHOPOAHBIA NPO3payHblH relb
CBETJIO-XKENTOrO L[BETa, CBOOOLHBIN
OT NOCTOPOHHMX YaCTHIL.

gel,
\OnHOpOAHBILH

Homogenous light yellow to yellow clear |
free from particulate matter /
MpO3padyHBll  reixb  OT
CBETJIO-KENTOrO JI0- JKENTOro IBETA,
cBOOOIHBIN OT MOCTOPOHHHUX YacTUIL.

Identification by HPLC /
Unentuduxanus (BOAKX)

Complies as prescribed /
CooTBeTCTBYET TpeOOBAHHAM

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)

I/ BpeMsi yiep>XHBaHUsl OCHOBHOIO NHKAa HA|

XPOMaTOrpaMMe HCIIBITYEMOTO  pacTBopa
TOMKHO ~ COOTBETCTBOBaTb  BPEMEHH
YIEpAHBAHHWS ~ OCHOBHOTO  mNHKa  Ha
XpOMaTorpaMMe pacTBopa CTaHJapTHOro
o0pasia HUMeECYHuIa (pasnen
«K0nMYECTBEHHOE OlPEIEICHHEY)

3 | Weight of package content 51g/S1lr According to the requirements. Not less
Macca coaepxumoro than 50 g / B coorBercTBHH ¢
YIIAKOBKH tpebosannsmu. He menee S0 T

4 pH 5.7 Between 4.6 and 6.0/ Ot 4,6 5o 6,0

|
5 | Related substances /PoncTseHHbIE IPUMECH
L

IIpumeuanue: IIpogykr

Remarks : The Product conforms to ND/

cooTBeTcTBYET Tpebopanuam HJT

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by / @

[ToaroToByeHO:
Santosh Kumar Maurya

Checked by /
[Tposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpero: Menemxkep / PykoBoauTesis
Manoj Kumar

Reprint Date /
Hata: 21.11.2023

Reprint Date /

Jara: 21.11.2023

Reprint Date /
Jlara: 21.11.2023
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A
Product : Nise gel 1%
Ipoayxr : Haiis®, rens anst Hapy)xHOro npuMeHenus 1%
Batch No / : V230607 Batch Quantity / : 22835.0 units /
Cepus Ne O6LeM mapTHH 22835.0 equHUIL
Analytical Report No / : 890001685560 Date of Analysis / : 31.08.2023
AHajurndeckuii oryet No Jara ananusa
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
JaTa npou3BoAcTBa Togen go
Analysis performed according ND / Anaau3s nposenen mo HJL: JITI-Ne(001 198)-(PI"-RU)-290323

1) Impurity A / TIpumecs A

2) Impurity B / TIpumecs B

3) Impurity C / [Tpumecs C

4) Impurity D / IlpuMecs D

5) Impurity E / [Ipumecs E

6) Impurity F / [Tpumecs F

7) Highest individual
unknown impurity /
Enunuunas
HeuaeHTHGUIHpPOBaHHAS
npuMech

8) Total impurities /
CymMma npumecei

Below LOD (LOD = 0.02% %) /
Hwxe mpexnena obHapyxenus (J10 =
0.02% %)

Below LOQ (LOQ = 0.04 %) /
Huxe nipesiena KONU4ECTBEHHOTO
onpenenenus (ITKO = 0.04 %)

Not detected / He oOHapysxeHa

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

2) Not more than 0.2 % / He Gonee 0,2 %

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

Below LOD (LOD = 0.02%) / Huxel4) Not more than 0.2 % / ue 6onee 0,2 %

npenena obHapyxenus (IO =
0.02%)
0.11%

Not detected / He obHapyH#EHA

Below LOQ (LOQ = 0.1%) / Huxe
npejieNia KONMHUeCTBEHHOTO
onpezenenus (IIKO = 0.1%)

0.1%

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

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

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

Remarks : The Product conforms to ND/
ITpumeuanue: [IponykT coorBeTcTBYET TpeboBanuam HJJ

Conclusion : APPROVED /
3axnoyenue: OJJOBPEHO

Prepared by /
[ToarotroBneHo:
Santosh Kumar Maurya

&

Checked by /
ITposepeHo: Pardeep Kumar

<L

[

Approved by: Manager/Executive /

Ono6peno: Menemxep / PykoBoisres
Manoj Kumar wf
l

Reprint Date /
Hara: 21.11.2023

Reprint Date /
Hara: 21.11.2023

Reprint Date /
Hara: 21.11.2023
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CEPTU®UKAT AHATIN3A
Product : Nise gel 1%
ITpoaykr Haiiz®, rens ajis HapyxHOro npuMenenns 1%
Batch No / : V230607 Batch Quantity / : 22835.0 units /
Cepust Ne O0bemM napTHH 22835.0 equHKL
Analytical Report No / : 890001685560 Date of Analysis / : 31.08.2023
AHanuTHYecKHi oTdeT Ne Jata ananuza
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
JaTa HpoM3BOACTBA |T'ogen o
Analysis performed according ND / Anasus nposesien o HJI: JITT-Ne(001 198)-(PI'-RU)-290323

6 | Microbial limits* /

Muxkpobuonorunyeckasn
upcrora*
| otal viable aerobic microbial
count / OBIIIee KOJTHIECTBO Less than 10 CFU/g/ Not more than 10> CFU/g /
| YKM3HECTIOCOOHBIX a3POOHBIX Menee 10 KOE/r He 6osee 10> KOE/r
| MHKpPOOPTaHHU3MOB
Total combined yeast and Less than 10 CFU/g/ Not more than 10' CFU/g /
'molds count / Obuiee ynuciao Menee 10 KOE/r He 6onee 10' KOE/r
JIPOMNOKEBBIX M MIJIECHEBBIX
rpuboB
Pseudomonas aeruginosa Absentin 1 g/ Orcyrctyer B 1 T [Should absent in 1 g/ OtcyTctBre B 1 T

Staphylococcus aureus

Absentin 1 g/ OrcytctByer 8 1 ¢ [Should absent in 1 g/ OtcytcTBHe B 1 T

oIIpe/ieNIeHue

7 | Assay / Konmu4yecTBEHHOE 10.29mg / 10.29mr Not less than 9.0 mg and not more than

11.0 mg of C13H12N20sS (nimesulide) in
one gram of gel. /

Or 9,0 o 11,0 Mr C13H12N20s8
|(HHMecymvm) B 1 r mpenapara

8 |Package / YmaxoBka

| 50 g in a laminated aluminum tube equipped with tamper-evident membrane. 1
tube and patient information leaflet (package insert) in a carton. /
[To 50 r B Ty6y 13 TAMHHUPOBAHHOIO AMOMUHMSI, CHAbXXEHHYIO MeMOpaHOH
711 KOHTPOJIsSt IepBOro BCKpbITHA. I1o 1 TyGe B nauky KapTOHHYIO C
MHCTPYKLHEH 110 IPUMEHEHHUIO (JIUCTKOM-BKIabILIEM).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: IIposyKT cooTBETCTBYET TpeGoBanrsm H/T 3axmouenne: OJJOBPEHO

Prepared by / & Checked by / Approved by: Manager/Executive /
IToaroToByieHo: [IposepeHo: Pardeep Kumar Onobpeno: Menemxep / Pykopoaureb
Santosh Kumar Maurya u& Manoj Kumar M
Reprint Date / Reprint Date / Reprint Date /

Hata: 21.11.2023 Jara: 21.11.2023 Jara: 21.11.2023
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CEPTUDUKAT AHATTU3A
Product : Nisegel 1%
Ipoaykr : Haiiz", resp Ayist HapysHOro npHMeHeH s 1%
Batch No / : V230607 Batch Quantity / : 22835.0 units /
Cepns Ne O6bemM mapTHH 22835.0 eanHiiy
Analytical Report No / : 890001685560 Date of Analysis / : 31.08.2023
AHaJauTHYeCKHii oTueT No JlaTa anannsa
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
JaTa npoH3BOACTBA TNogen po
Analysis performed according ND / Ananus nposegen mo HJL: JITT-Ne(001198)-(PT-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. /
* [IpOBOAMTCA MPOU3BOAKMTEIIEM NPH BHITYCKE NIEPUOAMHYECKH (C MHTEPBAJIOM OZIHO HCTILITAHUE Ha 20 cepuit wIM HE MeHee 1 pa3a B

rox). [okazatens MOXeT 6bITh He BKIIOYEH B CepTH(UKAT aHan3a GUPMBL.

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

API manufacturer batch number / MS-1A-223030-M1

Homep cepun npoussoautens A®C:

FP Manufacturef API Batch number / FEQA00325

Homep cepun cydcranuun npoussoautens LJID:

API Manufactured by & country / Mangalam Drugs and Organics Ltd., India /
ITpoussoautear APC, crpaHa: Masuranam [lpar3 sug Oprauuke Jita., Maaus
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Ipoaykr cooTBeTcTByeT Tpeboannam HJI 3axmoyenne: OZIOBPEHO

Prepared by / @/\ Checked by / Approved by: Manager/Executive /
[MoaroToBineHo: — IpoBepeno: Pardeep Kumar Ono6peno: Menemxep / Pyxogo}x;mnb

Santosh Kumar Maurya Qﬁl/ Manoj Kumar @

Reprint Date / Reprint Date / Reprint Date /
Harta: 21.11.2023 Hara: 21.11.2023 Jara: 21.11.2023
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