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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAITU3A
Product : Nise gel 1%
Ilpoayxr Haiiz®, rens auis napyxHsoro npuMeHenus 1%
Batch No / : V230609 Batch Quantity / : 22898.0 units /
Cepnsa Ne O6bem nmaprun 22898.0 enunuy
Analytical Report No / : 890001685564 Date of Analysis / : 31.08.2023
AHaJuTHYeCKHIT oTdeT No JlaTta aHanu3a
Date of Manufacture / : Aug-2023 Date of Expiry / : Jul-2026
JlaTa npoun3so/icTBa Togen xo
Analysis performed according ND / Anaau3 nposegen no HI: JITI-Ne(001198)-(PT-RU)-290323

Neo | Test / Tloxasarens Result

/ Pe3ynbTathl

Specification / Hopma

1 |Description / Onucanne

Homogenous light yellow clear gel
free from particulate matter /
OnHOPOAHBIH TPO3payHbIif rejb
CBETJIO-XKENTOrO LIBETA, CBOOOAHBIN
OT IOCTOPOHHUX YaCTHII.

Homogenous light yellow to yellow clear |
gel, free from particulate matter /
OnHOpOJHBIH NpO3payHBIi  reib  OT
CBETJIO-KENTOTO  JIO IKENTOrO  I[BET4,
cBOOOMHBII OT MOCTOPOHHUX YACTHULI.

)]

Identification by HPLC /
Mnentudukanusa (BKX)

Complies as prescribed /
CooTBeTCcTBYET 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 ynepx1BaHUSI OCHOBHOTO IMKa Ha
XpOMaTorpaMMe HCIBITYEMOrO pacTBOpa
UIOJPKHO ~ COOTBETCTBOBATh BPEMeHH
YAEpKHBAHHA  OCHOBHOTO  MHKA  Ha
XpoMaTrorpaMMe pacTBOpa CTaHJapTHOro
oOpaszua HUMeCyuaa (pasnen
«KonuuecTBeHHOE OnMpeeneHuey)

3 | Weight of package content 51g/Slr According to the requirements. Not less
Macca conepxumoro than 50 g / B cooTBeTcTBHHM ¢
YITAKOBKI TpeboBaHusmMHu. He menee 50 r

4 [pH 5.7 Between 4.6 and 6.0 / Ot 4,6 10 6,0

5  |Related substances /PoacTBeHHbIe IpUMecH

Remarks : The Product conforms to ND/

ITpumeyanne: IIpoxykT coorBeTcTBYET TpeGoBanusaM HJI

Conclusion : APPROVED /
3axmouenue: OJIOGPEHO

Prepared by /
IoarororneHo:
Pardeep Kumar

Checked by /
ITposepeno; Himesh Kumar

o

-

Approved by: Manager/Executive /
Onobpeno: Menemxkep\/ PykoBogurens
Abhishek Chauhan | \

=

Reprint Date /
Hata: 31.08.2023

Reprint Date /
Hara: 31.08.2023

Reprint Date /
Hara: 31.08.2023
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CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJTU3A
Product : Nise gel 1%
Mpoayxr : Haiis*, rens s1s HapyxHoro npumenenns 1%
Batch No / : V230609 Batch Quantity / : 22898.0 units /
Cepus Ne O6pem napTHa 22898.0 enuHUIL
Analytical Report No / : 890001685564 Date of Analysis / : 31.08.2023
AHamaTH4eckuii oryer Ne JlaTa ananu3a
Date of Manufacture / : Aug-2023 Date of Expiry / : Jul-2026
JlaTa nmpon3BoacTBa I'open no
Analysis performed according ND / Anasmus npogegen mo HJI: JITI-Ne(001198)-(PI'-RU)-290323

[ 1) Impurity A/ IIpumecs A | Not detected / He 0BHapy»xeHa 1) Not more than 0.2 % / ne 6onee 0,2 %

Py Impurity B / [Tpumecs B | Below LOQ (LOQ = 0.04 %) / 2) Not more than 0.2 % / He 6onee 0,2 %
Huxe npenena KoJH4eCTBEHHOr0
onpenenenus (ITKO = 0.04 %)

3) Impurity C / IIpumecs C Not detected / ne obrapysiena 3) Not more than 0.2 % / e 6onee 0,2 %
4) Impurity D / Tlpumecs D | Not detected / e obnapyskena 4) Not more than 0.2 % / He 6oxnee 0,2 %
0.08%

) 5) Not more than 0.2 % / ne 6onee 0,2 %
5) Impurity E / [Ipumecs E

Notideteeted,/ie CONApyRicHA 6) Not more than 0.2 % / He 6oee 0,2 %
6) Impurity F / IIpumecs F

Below LOQ (LOQ = 0.1 %) / Huxe |7) Not more than 0.2 % / He 6osee 0,2 %
npenenia KOJIMYECTBEHHOTO
onpenenenus (IIKO = 0.1 %)

7) Highest individual
unknown impurity /
Enunngnas
HeWJeHTHG UM POBAHHAS

HPHMESE 0.1% 8) Not more than 1.5 % / He 6onee 1,5 %

8) Total impurities /
CymMa npumMecei

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IpoaykT cooTseTcTByeT Tpebosanusm HJ 3axmouenue: OJJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarororneHo: [Tposepero: Himesh Kumar Onobpeno: Menenxep f Pykoeoauresnnb
Pardeep Kumar Ci/f ql__'\—-ﬁ._\ Abhishek Chauhan k

- ~ ) ]
Reprint Date / Reprint Date / Reprint Date /
Jara: 31.08.2023 Jara: 31.08.2023 Jlara: 31.08.2023
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTTU3A
Product : Nisegel 1%
Opoayxr  : Haiiz®, rens ans HapyxHoro npumenenns 1%
Batch No/ : V230609 Batch Quantity / : 22898.0 units /
Cepus Ne O0bem maprTun 22898.0 enuHuI|
Analytical Report No / : 890001685564 Date of Analysis / : 31.08.2023
AHaJuTHYecKHii oTueT Ne Jarta ananusa
Date of Manufacture / : Aug-2023 Date of Expiry / : Jul-2026
JlaTta npousBoncrsa I"onen no
Analysis performed according ND / Anaans nposegen no HJI: JITI-Ne(001198)-(PI'-RU)-290323

6 | Microbial limits* / |
Mukpobuonoriieckas
yicrora*
Total viable aerobic microbial
count / O6uiee KOIHYECTBO 20 CFU/g/ Not more than 10? CFU/g/
DKM3HECTTOCOOHBIX a3pOOHBIX 20 KOE/r He 6onee 10> KOE/r
MHKPOOPraHH3MOB
Total combined yeast and Less than 10 CFU/g / Not more than 10' CFU/g /
molds count / O61iee yncio Menee 10 KOE/r He 6onee 10' KOE/r
MIPOIKEBBIN U TIIECHEBBIX
rpu6os
Pseudomonas aeruginosa Absentin 1 g/ OtcyrcrByer B 1 r  |Should absent in 1 g/ OtcyrcTBHE B 1 T
Staphylococcus aureus Absent in 1 g/ OrcyrcTByerB 11 Should absent in 1 g/ OtcyreTBHe B 1 T
7 | Assay / KoanuecTBeHHOE 10.33mg / 10.33mr Not less than 9.0 mg and not more than
OlIpeNIeIEHUE 11.0 mg of Ci3sH;2N>OsS (nimesulide) in
one gram of gel. /
Ot 9,0 10 11,0 mr C;3H12N,05S
(HuMecynun) B 1 r mpenapara
8 |Package / Ymakoska 50 g in a laminated aluminum tube equipped with tamper-evident membrane. [
tube and patient information leaflet (package insert) in a carton. /
1o 50 r B Ty6y U3 TaMMHUPOBAHHOIO ATHOMUHHUSL, CHAGKEHHYIO MEMOpPaHOl
JU1s1 KOHTPOJIA TiepBOro BCKPBITHS. [1o 1 TyOe B mauky KapTOHHYIO ¢
MHCTPYKIIMEH MO IPUMEHEHUIO (JIHCTKOM-BKJIABIILIEM). |
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanme: [Tpoaykr cootBeTcTBYET TpeGoBanusm HJJ 3akaoyenue;: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IoarorosneHo: [Tposepeno: Himesh Kumar Onobpeno: Menemiep / PykoBogutens
Pardeep Kumar QL . } — Abhishek Chauhan L )\
e { »
Reprint Date / Reprint Date / Reprint Date /
Hara: 31.08.2023 Hara: 31.08.2023 Hara: 31.08.2023
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJTIN3A
Product : Nisegel 1%
Ipoiykr : Haiiz®, renb ans HapyxHoro npumenenns 1%
Batch No / : V230609 Batch Quantity / : 22898.0 units /
Cepls Ne O0beM naprum 22898.0 enuann
Analytical Report No / : 890001685564 Date of Analysis / : 31.08.2023
AHaJuTHYecKHIi oTueT No JdaTta aHann3za
Date of Manufacture / : Aug-2023 Date of Expiry / : Jul-2026
Jlara npou3BoacTBa I'ogeH no
Analysis performed according ND / Ananus nposegen nmo HJI: JIIT-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. /

* TIpOBOAMTCSA NPOM3BOAUTENEM TIPU BbINYCKE MEPHOIUUECKH (C HHTEPBANIOM OIHO HcmbITaHue Ha 20 cepuii MM He MeHee 1 pasa B
rox). llokazatesns MoxeT GbITh He BKJIIOYEH B cepTudmKaT aHanuza GUpMel.

API name (INN) / A®C (MHH): Nimesulide / Humecynun
API manufacturer batch number / MS-1A-223030-M]1
Homep cepun npoussoguresisi ADC:
FP Manufacturer API Batch number /
Howmep cepun cyGeTanunn npounssogurens I'JID: SEQLNTED
API Manufactured by & country / Mangalam Drugs and Organics Ltd., India /
IIponssogurens A®C, cTpana: Maunranam [pars sua Oprasukce JIta., Maans
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumevanne: IlpoaykT coorBeTcTBYET TpeboBaHusM HJJ 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Honrorosnexo: ITposepeno: Himesh Kumar Onobpeno: Menemxkepy Pykosoaurens
Pardeep Kumar Qﬁ/ = —— | Abhishek Chavhan |

’ - |
Reprint Date / Reprint Date / Reprint Date /
Hara: 31.08.2023 Hara: 31.08.2023 Hara: 31.08.2023
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