Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIU3A

Product: Nise gel 1%, 50 g

Market / Peinok

Mponykr: Haiiz", renw ans HapyxHoro npumenenns 1%, 50 r

: Russia / Poccus

Batch No./ . V240786 Batch Quantity / . 23278.00 units /

Cepusn Ne ) Pazmep cepun * 23278.00emmnu

Analytical Repourt No./ . 040002731689 Date of Analysis / . 25.11.2024

| AHaJHTHYecKHil oTueT Ne JlaTa anann3a

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2027

JlaTa npoH3BOACTBA Togen po _
Mfg. License No. /

IIpousBoacTBEeHHAsI : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI'-RU)

SnueH3us Ne

Analysis performed according ND No / Anaaus nposenen no HJI Ne: JITI-Ne(001198)-(PT-RU)-290323

Ne | Test / IlokazaTesn Result / PesyabTaThl Specification / Hopma

1 Appearance / Onucanne Clear homogenous yellow gel, free from  Clear homogenous light
particulate matter / OnHOpOAHBIH yellow to yellow gel, free from
[MPO3payHblil [esb KENTOro UBETA, particulate matter / Oanopoansli npo3pavnbii
CBOOOMAHBII OT IOCTOPOHHHX YaCTHIL. renb OT CBETNO-KENTOro 0 JKENTOro 1BeTa,

_ | cB00O/IHBIIT OT NOCTOPOHHHX HACTHIL

2 Identification by HPLC / | Complies as prescribed / CooTBeTCTBYET The retention time of the main peak in the
Hpentudpuranns (BIXKX) rpebosanuam !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 yHepKHBaHMS OCHOBHOTO TMHKAa HA
XpOMaTorpaMme  HCIBITYEMOro pactBopa
momKEHO COOTBETCTBOBATh BpEeMEHU
yaepanBaHus OCHOBHOI'O nyka Ha
XpomarorpaMmme  pacTBopa  CTaHJApTHOTO
obpasua HUMeCcyauaa (pa3men

; - «KonuuecTBeHHOE ONpeEICHUE)

3 Weight of package 51g/51lr According to the requirements. Not less than
contents Macca 50 g / B cooTBeTcTBIM C TpeboBaHuaMmH. He
COJEePHKHMOro YNaKOBKH menee 50 r

\

4 |pH 56 4.6 10 6.0/ OT1 4,6 10 6,0 )
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: ITponykT coorBeTcTBYET Tpebopanusam HI 3akmovenue: QJJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorornexo: Noor Mohm} mad | Ilposepeno: Santosh Kum% OnobpeHo: Menemxep / PykoBogurens

> | Maurya 2] | Amit Kumar P e
Reprint Date / Reprint Date / Reprint Date / '
JaTta: 25.11.2024 Jara: 25.11.2024 Jata: 25.11.2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJIM3A

[Product: Nise gel 1%, 50 g
Hpoayxr: Haiiz”, renb s HapyxHoro npumeHedus 1%, 50 r

Market / Poinox : Russia / Poccus

Batch No. / . V240786 Batch Quantity / . 23278.00 units /

Cepusa Ne ' Pasmep cepun " 23278.00eauHnu
Analytical Repourt No./ . 040002731689 Date of Analysis / . 25.11.2024
AHanauTrYeckHii oTuer Ne JaTa anaan3za

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2027

Jara npousBoacTsa Togen g0

Mfg. License No. /

IlpousBoacrBeHHan : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT-RU)
JauueHzns Ne

Analysis performed according ND No / Anaan3 nposexen no HJI Ne: JITI-Ne(001198)-(PT-RU)-290323

5

Related substances /Poncreennbie npuMecH

1) Impurity A / I[Ipumeck A [Not detected / He oOHapyxeHa

2) Impurity B / [Tpumecs B [Below LOD (LOD =0.01 %) / Huxe
npenena obHapyxenus (110 = 0.01 %)
3) Impurity C / [Tpumecs C [Not detected / He oOHapyxeHa

4) Impurity D / ITpumecs D 0.06%

5) Impurity E / TIpumecs E [Not detected / He oOHapy»xeHa

6) Impurity F / [Tpumecs F [Not detected / ne obHapyxeHa

7) Highest Unknown Below LOQ (LOQ = 0.1 %) / Huxe
Impurity / EqviHu4dHas  [npenena KOMMYEeCTBEHHOrO ONpeeNieH s
HeuaenTuduurposanna (ITKO = 0.1 %)

s IPUMECH
8) Total impurities / 0.1%
CymmMa npumecei

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

3) Not more than 0.2 % / He 6onee 0,2 %
[4) Not more than 0.2 % / He 6onee 0,2 %
5) Not more than 0.2 % / He 6onee 0,2 %
6) Not more than 0.2 % / e 6onee 0,2 %

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

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

Remarks : The Product conforms to ND/
IIpumevanne: [Ipoaykt cootBeTcTBYeT TpedosanusaM HJI

Conclusion : APPROVED /
3axnwuenue: OJOBPEHO

Maurya

Prepared by / Checked by / Approved by: Manager/Executive /

[Toarotosneno: Noor M/Q;};_mead IIporepeno: Santosh Kumar OpnobpeHo: MeHez[}r_«zp ! PyeBoanTenb
iz Qg- Amit Kumar | &

Reprint Date / Reprint Date / Reprint Date/ Y
Hara: 25.11.2024 Hara: 25.11.2024 Hara: 25.11.2024




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIU3A

Product: Nise gel 1%, 50 g
Mpoaykr: Haiiz™,

rentb It Hapy»KHOro npumMenenus 1%, 50 r

Market / Poinox

: Russia / Poccus

JANUeH3usa Ne

Batch No./ . V240786 Batch Quantity / . 23278.00 units /

Cepus Ne ) Pa3mep cepiii " 23278.00eannumn
Analytical Rep0ft No./ . 040002731689 Date of Analysis / . 25.11.2024
AHaJTUTHYeCKHUIi oT4yeT Ne Jlata anajimsa

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2027

|/laTa nponsBosicTBa Togen no

Mfg. License No. /

IIponsBoacTeeHHast : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT-RU)

Analysis performed according ND No / AHanu3 nposeaex 1o H,Z( Ne: JITI-Ne(001198)-(PT'-RU)-290323

iMicrobial contamination / MuKkpo6uooruueckas Yncrora®

YKH3HECITOCOOHBIX

a’pOOHBIX
IMHKPOOPraHM3MOB
Total combined
yeasts/molds count /

|
Ob611ee YHCIIO JPONIKEBBIX

H NIJICCHEBBIX FpI/I6OB

|Pseudom0nas aeruginosa

Staphylococcus aureus

Total aerobic microbial
count / Ob1iee KOJIUIECTBO

|
Not more than 10 CFU/g /

NA
%He 6onee 10 KOE/r
NA Not more than 10' CFU/g /
He donee 10' KOE/r
1
NA %Absent in1 g/ OtcyrctBUEe B 1 T
NA iAbsent in1 g/ OtcyTctBUEe B 1 T

7 Assay / KonnuecTBeHHOE 10.12 mg / 10.12 mr 9.0 to 11.0 mg of C3H2N,0sS (nimesulide)
onpeesieHne per 1 g of the product. /
OT19,0 1o 11,0 Mr C3H2N20sS (HuMecynua)
| 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. /

[To 50 r B Ty6Y M3 JJaMHHHPOBAHHOTO ATIOMHHMS, CHAOXKEHHYIO MeMOpanoit Uit
KOHTPOJIA N1€PBOro BCkpbITHs. [To 1 TyOe B mauky KapTOHHYIO ¢ HHCTPyKUKEi no
MPUMEHEHHIO (JTHCTKOM-BKJIABILIEM).

* Performed by the manufacturer periodically at release (with an interval of one test per 20 batches or at least once a year). The
test may be absent in the in-house certificate of analysis./

Remarks :

The Product conforms to ND/
ITpumeuanue: [Iponykr cooTBeTcTBYET TpeboBanusM HJI

Conclusion : APPROVED /
3axsmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

IToarororneno: Noor Mo]}%y;mad ITposepeno: Santosh Kumar, OnobpeHo: MCHCLL}I\C{U PyLaomiTenb
075 Maurya @L Amit Kumar

Reprint Date / Reprint Date / Reprint Date / 4

JlaTa: 25.11.2024 Jara: 25.11.2024 Jara: 25.11.2024




Or. Reddy's Laboratories Lid.

Formulation Unit-6

Dr.Reddy’s €5¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product: Nise gel 1%, 50 g -
Ipoayxr: Haiis®, rens a5 HapyxHoro npumeneHus 1%, 50 r
Market / Prinok : Russia / Poccust
Batch No. / Batch Quantity / 23278.00 units /
: V240786 :
Cepus Ne Pa3smep cepun 23278.00eaununy
Analytical Repovrt No./ . 040002731689 Date of Analysis / . 25.11.2024
AnanuTudeckHii oTuer Ne - HAata aHanusa
Date of Manufacture / . 112024 Date of Expiry / . 10/2027
JlaTta npoHM3BOACTBA I'open no
Mfg. License No. /
IIponsgopcTrBeHHasR : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT-RU)
JuneH3ns Ne
| Analysis performed according ND No / AHanus nposenes no HJI Ne: JITI-Ne(001 198)-(PI'-RU)-290323

* [IpOBOAUTCSA NPOM3BOUTEINEM NPH BBIIYCKE NIEPUOAMIECKH (C MHTEPBAZIOM B OIHO UCTIBITaHMe Ha 20 cepuii Hin e MeHee 1
paza B ron). [okazarens MOXKeT GbITh He BKIIOUEH B CEPTHQHKAT aHATH3a (PUPMBI.

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

API manufacturer batch number / NMS-1E-243003

Homep cepun npon3soautens ADC:

FP Manufacturer API Batch number / FERA00346

Homep cepuu cyGeTtannuu npouspoguress I JID:

API Manufactured by & country / Mangalam Drugs and Organics Ltd., India /

IIpoussoaureanr APC, crpana: Masnranam J{pars suza Opranukc JIta., Maaus
Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.

Name, address, authorization No for  FP Solan (HP) 173205, India (License No MNB/05/263) /

manufacturing site / Control site / Release site / [TpousBoacTBeHHOE TopasaecHue-6, Bumnamk Kxois,

HaumeHoBaHuUe, agpec H HOMeD JHIEH3HH Hanarapx Poyn, Bagnu, Conan ductpukr, X.I1. 173205, Uuaus

MJIOIAKH, OCYILEeCTBJ/ISIIOLCH (JTuuensns Ne MNB/05/263)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of
product has been manufactured, including packaging/labeling and quality conlrol al the abuve wenlioued sile(s) 1
full compliance with the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/00554-2022 dt.
02 September 2022) and requirements to the medicinal quality and with the specifications in the Marketing

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanne: ITponykt coorseTcTByeT TpeboBanusm HJ{ 3axmwouenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosneHo: Noor Mehammad | IIpoBepeno: Santosh Kuma§@ Onobpeno: Menemiep / PyEgsonHTenb
P . .

O Maurya : Amit Kumar \.,— =
Reprint Date / Reprint Date / Reprint Date / \/
Hara: 25.11.2024 Jata: 25.11.2024 Hata: 25.11.2024




Or. Reddy's Laboratories itd,

Fermudlation Unit-5

Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Product: Nise gel 1%,50 g
Ipoaykr: Hai3", rens ans apysHoro npumenenns 1%, 50 r

Market / Peinok : Russia / Poccus

Batch No./ . V240786 Batch Quantity / . 23278.00 units /

Cepus Ne ) Pa3mep cepuu © 23278.00eauuuiy
Analytical Rep0“rt No./ . 040002731689 Date of Analysis / . 2511.2024
AHaauTudecknii oryer Ne JlaTa aHaJiu3a

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2027

JaTa npoH3BOACTBA T'omen mo

Mfg. License No. /

IlponsBoacrBeHHast : MNB/05/263 MA number: / Homep PY  : JHI-Ne(001198)-(PT-RU)
Juuen3usa Ne

Analysis performed according ND No / Ananus nposeaed no HJ Ne: JITT-Ne(001198)-(PI'-RU)-290323

Authorization dossier of the importing country. Production, packaging and testing records are verified and their
compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

3akiouenue 0 coorBercTBum: «HacTosiuM s NOATBEpKHal0, YTO MPHUBEJIEHHas Bbille MHPOpPMaALUA ABIAETCA
JIOCTOBEpHO#M M TOYHOM. DTa cepus NMpOAYKUMU Mpou3BeldeHa (BKIIOYas YNAKOBKY (MapKUpPOBKY) M KOHTpOJb
KayecTBa) Ha BBIIEYKa3aHHOH MNpPOWU3BOJACTBEHHOM miowaake (MJIOMAAKaX) B IIOJIHOM COOTBETCTBUM C
Tpeboanusmu [lpaBun Hajanexaiueli NMPOW3BOACTBEHHONW MpakTHKU EBpasMHCKOro sKOHOMHMYECKOIro coroza (Ne
GMP/EAEU/RU/00554-2022 ot 02 centa6psa 2022) u TpebOBaHUAMU KOHTPOJIS KA4E€CTBa JICKAPCTBCHHEIX CPESICTB,
a TaK)X€ B COOTBETCTBHM CO CNEUUPUKALUAMH, COACPKALUMUMUCST B PETUCTPALIMOHHOM JIOChE CTPaHBI-UMIIOPTEpA.
3amnucy 1o MpOM3BOJACTBY, YIAKOBKE W aHAJIU3Y MTPOBEPEHBI, U YCTAaHOBJIEHO UX COOTBETCTBUE TpeboBaHuaM [Ipasun
HaJjIexalleil Mpou3BOACTBEHHOM NpakTUKU EBpazniickoro 3KOHOMUYECKOTO COIO3a.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

IIpumeqanne: IIpoaykT cooTBeTCTBYET TpeboBaHusam HJI 3axaoyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

[Toxrorosneno: Noor Mj&ammad [TpoBepeHo: Santosh Kumar% OnobpeHo: Meﬂe%ep / PykoBoauTeb
)75 __ Maurya - Amit Kumar B il

Reprint Date / Reprint Date / Reprint Date / "

Hara: 25.11.2024 Hara: 25.11.2024 Hata: 25.11.2024

arneed, i




