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CERTIFICATE OF ANALYSIS www.drredidys.com

‘N [Test/ IToxasatens
i1 Appearance / Onncanue [Clear homogenous
from particulate matter / OZHOPOAHBIA
Npo3payHbii Teab CBETIO-KENTOrO L{BETA, !Pa'rticulate matter / OnHopoIHbIH Npo3payHel
FBOﬁO}thlﬁ OT MOCTOPOHHUX YaCTHIL.

| 350

Identification by HPLC /
M aenTupuxanns (BIKX) rpebopannsm

[Result/ PesynTaTsl

light yellow gel, free ;C‘lear homogenous ‘ ~ light

iComElie_s;s preseribed / CoorsetctByer The retention time of the main peak in the

3 Weight of package
contents Macca

|CO)1€p)KllMOl"O YOAaKOBKH

20 g/

|

4 pH

20r

56

«oniyecTBeHHOE ONpeesieHNe»)

CEPTU®UKAT AHAJTU3A
Product : Nise gel 1%, 20 g g —
Tpopyicr: Hafia™, rens ang napyxioro npumenerns 1%, 20r
Market / Poinox : Russia / Poccusa
Batch No. / 7 Batch Quantity /  57455.00 units / |
Cepus Ne 5 Paamep cepuu ' 57455.00emms 11
Analytical Repo“rt No. / : 040002950007 Date of Analysis / . 11.06.2025
AnanrTu4eckuii oryer Ne JlaTa ananu3a n Bl b= |
Date of Manufacture / . 04/2025 Date of Expiry/ . 03/2028
Hara npon3soacTea Tonen xo . .
Mfg. License No. /
IpouszeogcTEERHASA : MNB/05/263 MA number: / Homep PY  : JITI-Ne(00] 198)-(PI-RU)
aunenzus Ne
Analysis performed according ND No / Anasu3 nposeaen no HJI Na: JIIT-Ne(001198)-(PI'-RU)-290323

[Specification /Hopma

yellow to yellow gel, free from‘-
it

Felb OT CBETJO-KEJITOTO [0 JXXEJTOro I{BETA,

CcBOBGOHEI OT MOCTOPOHHUX YaCTHL,

chromatogram of test solution should
correspond to the retention time of the main|
peak in the chromatogram of nimesulide|
refererice standard solution (section Assay). /|
BpeMsi YAepKMBaHHA OCHOBHOrO MHKa HAa
KpoMarorpaMme  HCIBITYEMOro pacTsopal

NONAHO COOTBETCTBOBaTh BpeMeHH
yaepRIBaHna OCHOBHOI'O nuKa HA
XpOMATOrpaMMe  pacTBopa  CTaRAAPTHOrO
ofipazita HUMeECYTUaa (pazmen

According to the requirements. Not less than
20 g / B cootserctsim ¢ TpeboBatmnamu. He
menee 20 r

4.6106.0/0T14,6 106,0

Remarks - The Product conforms to ND/
Hpumeuasue: [poaykr cooteeTcTyeT TpedoBaHuAM H/I

Conclusions APPROVED /
Saxmouenne: OOBPEHO

Prepared by /

ITogroTroBneHo: Ramakam

Checked by /

—

[TposepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemkep / PYROBOANTEND
Amit Kumar N

Reprint Date /
Jara: 11.06.2025

= A Reprint Date /

Hara: 11.06.2025

Reprint Date / !
Tlata: 11.06.2025

Registered Office: 8-2-

Tel: +31 40 4900 2900, Fax:
CIN: L85195AP1984PLLO04507

www.direddys.coim

+91 40

337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

48500 2999, Email: mall@drreddys.wuin
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(Product ; Nise gel 1%, 20 g

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Naiagarh Road, Baddi,
Disii. Solan, H.F, 173 205, iNDIA
Tel - +471 993656 56001-02
www.drredcys.corm

CEPTU®UKAT AHAJIU3A

Hpoaykrs Haifs”, rens wis HapykHoro npumerenus 1%, 20 r

Market / PsiHok

: Russia / Poccusa

Batch No. / . V250417 Batch Quantity / _ 57455.00 units /

Cepus Ne ) Pasmep cepHH © 57455.00epnann
Analytical Report No. / . 040002950907 Date of Analysis / . 11.06.2025
AnanurH4ccicHii oTyer Ne | /lara aHaam3a

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2028

JlaTa npoM3BOACTRS Topen no

Mfg. License No. /

HpousgomcrBeHHas! : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001 198)-(PI'-RU)
aunenzug No

| Analysis performed according ND No / Ananus npoaoneu_ no H 1 Ne: JITI-Ne(001198)-(PI'-RU)-290323

5 Related substances /PoacTBeRHble NpHMECH

1) Impurity A / Tlpumecs A

2) Impurity B/ Ilpumece B

3) Impurity C/ Ilpumecs C

4) Impurity D / [Tpumecs D
55) Impurity E / IIpumecs E

6) Impurity F / Ilpumecs F

7) Highest Unknown
Impurity / EnunnuyHas
HEHISHTHPULIHPOBAHHAS
npHMecsh

8) Total impurities /
r:ymma Lpumeced

Below LOD (LOD = 0.02%) / Huxe npenena
Grapyscenun (1O = 0.02 %)

Below LOQ (LOQ = 0.04 %) / Hrxe npenena
omuecTserHoro onpeaenerus (INIKO =
.04%})
elow LOQ (LOQ = 0.04 %) / Huxxe npenena
onuuecraenyoro onpenenenns (IKO =
.04%)

ot detected / He o6Hapy>keHa
elow LOQ (LOQ = 0.07%) / Huxe npenena
omisecTRennoro onpeaenenus (ITKO =

0.07%)

Not detected / He o6napyseHa

Below LOQ (LOQ = 0.1 %) / Huxe npenena
konuuectaenHoro onpeaenedus (ITKO = 0.1%)

Below LOQ / Huxe npenena
KOITHIEUTBEHHOIO UNPERSTEHHA

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

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

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

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

‘5) Not more than 0.2 % / xe Gonee 0,2 %

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

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

%) Naf mare than 1.5 % /I1¢ 6onee 1,5 %

Remarks: The Product conforms to ND/
Mpumevanue: IIponykT cootTBeTcTBYET TpeboBanmam HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Pr;epared by / Checked by /
TTonrotosyiexo: Ramalmm‘ t\
1] YA

[Ipoeepeuo: Pardeep Kumar

Approved by: Manager/Executive /
Onobpero: Menenxep [ PykapoiuTenb
Amit Kumar P

1

Reprint Date /
JHara: 11.06.2025

Reprint Date /
Jata: 11.06.2025

G

Reprint Date /
Jlarta: 11.06.2025

Registered Office: 8-2-327, Road No. 3, Banjara Hills, iHyderabad - 500024, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
wivw.direddys.cun
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATIN3A
Product : Nise gel 1%,20g " e b e o
Tlpoayicr: Hais¥, rens ina napyx#oro npumencHns 1%, 20 r ) _
Market / Poirok : Russia / Poccus
Batch No./ . V250417 Batch Quantity / . 57455.00 units /
Cepua Ne ) Pasmep cepun " 57455.00cpunumn
Analytical Repovrt No./ : 040002950907 Date of Analysis / . 11.06.2025
AnanuTryeckHii oTyeT Ne - Jlara anann3a . Il il N
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2028
JlaTa npoM3BOACTBA Fogen no
Mfg. License No. /
TIponsgoacTBeHHAR : MNB/05/263 MA number: / Homep PY @ JIII-Ne(001 198)-(PT-RU)
JHueH3na Ne - o a
Analysis performed according ND No / Ananus nposenen no HJl Ne: JITI-Ne(001198)-(PT'-RU)-290323
i — — = — e == = T ==

(6 ‘Microbial contamination / MIKpo6uoaoriyeckas UHeToTa*

’ [Total aerobic microbial | |
ir.:oun't / Obl1ee KONMUYECTBO

[ PKU3HECTIOCOBHBIX Less than 10 CFU/g/ Not more than 10* CFU/g /

a3pOBHEIX Menee 10 KOE/r ‘He 6osee 10* KOE/r |
‘ MHKPOOPTaHU3MOB ' | |
| [Total combined Less than 10 CFU/g/ Not more than 10' CFU/g/

iyeasts/molds count / J Menee 10 KOE/r He 6onee 10' KOE/r

OBiLee YnCI0 APOXOKEBBIX
! il ILIIECHEBbIX IPUOOB

' Pseudomonas aeruginosa | Absentin 1 g/ OtcyrctByeT B 1 1 Absentin 1 g/ OtcytcTBHE B 1 T
|
| Staphylococcus aureus Absentin 1 g/ OtcyrerByerBlr Absentin 1 g/ OrcyrctBHe B 1T |
7 Assay / KosnuecTBeHHOE | 10.19mg/ 10.19 mr 0.0 to 11.0 mg of C;3H{-N20s8 (nimesulide)
oIpeseeHe er 1 g of the product. /
| 19,0 1o 11,0 Mr C13H2N2058 (Rumecynua)

| ‘a 1 r mpenapara

8  |Package/ YnakoBka 20 g in a laminated aluminum tube equipped with tamper-evident membrane. 1 tube and
' patient information leaflet (package insert) in a carton. /
[To 20 r B TY6Y M3 NTAMHHHAPOBAHHOTO ANIOMMHHS, CHabKEHHYI0 MEMOpaHo# 1N
KOHTPOIIS IepBOro BCKphiTA. [1o 1 Tybe B nauky KapTOHHYIO ¢ HHCTpYKIHEH 110
IPHMEHEHHIO (THCTKOM-BKJIaJ[bIIEM).
* Pertormed by the manufacturer periodically at rélease (with an interval of une lest pet 20 balclies or at [cast onee a year). The
test may be absent in the in-house certiticate of analysis./
Remarks:: The Product conforms to ND/ Conclusion : APPROVED /
Ipumeyanne: [Iponykr cooTBeTcTBYET Tpebosanuam HI 3akmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToxroroBneno: Ramakant 1\ [Tpogepeno: Pardeep Kumar Onobpeno: Menenxep / Pykogonutens
= &d\\-un. P . Amit Kumar o
Reprint Date / SR Reprint Date / o Reprint Date / ¢
Hara: 11.06.2025 Harta: 11.06.2025 Hata: 11.06.2025

Registered Office: 8-2-337, Read No. 3, Banjara Hiils, Hyderabad - 500024, Talangana, India
1al: +Y1 40 4900 2900, F4x: +91 90 4900 2999, Cmail: meil@drreddys.com
CIN: L85195AP1984PiC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khel, Najagarh Road, Baddi,
Distt. Sofan, H.P., 173 205, INDIA
Tal 51 §S166 55001-02

www.drredays.com

CEPTUDUKAT AHATTIU3A

Product ; Nise gel 1%, 20 g ]
Hponywr: Haiis, rens ans napysxuoro npumenesns 1%, 20 r

Market / PetHok s Russia / Poccus

Batch No. / . V250417 Batch Quantity / . 57455.00 units /

Cepust Ne : Paamep cepun " 57455.00cannAnu

Analytical Repoft No./ . 040002950907 Date of Analysis / . 11.06.2025

AHanuTHY €CKHil oTyeT Ne i = Hata anann3sa A

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2028

JaTa npon3BoacTEa s I'open no

Mfg. License No. /

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

naruenzns N .

Analysis performed according ND No / Aranws nposeaen mo HJL Ne: JIT-Ne(001198)-(PT-RU)-290323

* [TpoBOAMTCA MPOU3BOAMTESIEM [IPH BBINYCKE MEPHOAHYECKH (C HHTEPBANIOM B OJIHO MCTILITaHHe Ha 20 cepuit i He MeHee 1
pasa B roxn). [Toxazatens Moxer 6bITh He BKIIIOYEH B CePTHUKAT aHanu3a GHPMBL.

API name (INN) / AQC (MHH): [

Nimesulide / Hamecymg

API manufacturer batch number /
Homep cepuu npousoaurens APC:
FP Manufacturer API Batch number /
Homep cepnu cyGeTtanunu nporspoauTens I'JId:

MS-1A-243030-M1

FERA00716

API Manufactured by & country /
ITpoussoauteab APC, crpana:

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HauMeHoBaRue, aipec H HOMEP JHIEH3HH
TLIOINAAKH, OCYLIeCTBAAOLEH

Mangalam Drugs and Organics Ltd., India /
Maunranam [Ipars sun Opranuke Jitn., Uaus
Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (License No MNB/05/263) /
[TpousBoncTBeHHOE TIOApasaenenne-6, Bumnamk Kxonb,
Hanarapx Poya, Banau, Conan ucrpnkrt, X.I1. 173205, Uuaus
(JInuenzus 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 control at the above mentioned site(s) in
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
Authorization dossier of the importing country. Production, packaging and testing records are verified and their
compliance with Guod Manufhciuring Practice vl the Eutastau Beonvuue Uniow is establisheds.

Remarks - The Product conforms to ND/
Hpusmeuanue: [Tponyxt cootsercTyeT Tpeboanusm HIT

Tonclusion: APPROVED /
3akawvenre: OJOBPEHO

Prepared by / Checked by /

ITonroToBneHo: Ramakagi \“ﬂ\
AW\

IMposepeno: Pardeep Ku;mar-

Approved by: Manager/Executive /
Onobpeno: Menempkep / PykogoiuTens
Amit Kumar N

—

Reprint Date /

Reprint Date / \’"\/
Hata: 11.06.2025

Hara: 11.06.2025

Reprint Date / £
Hara: 11.06.2025

Repistered Office: 8-2-337, Road No. 3, Banijara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email; mail@drreddys.com
CIN: LB5195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAINU3A
[Product : Nise gel 1%, 20g =R "R -
Tpoayxr: Halis®, rens ans uapysworo npumenenus 1%, 20 r = T |
Market / Poinox : Russia / Poccus
BatchNo./ Ny - o Batch Quantity / ~ 57455.00 units /
Cepus No i Pazpep cepuut © 57455.00eauauL
Analytical Repourt Neo./ . 040002950907 Date of Analysis / . 11.06.2025
Anamrr_u‘lecxun oTueT N2 il JlaTa aHann3a s |
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2028
JlaTa npou3BoOACTEA Cosxen no
Mig. License No. /
IIpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY  : JIIT-N2(001 198)-(PT-RU)
anuensua Ne o . e
Analysis performed according ND No / Ananuz nponenes no HJL Ne: JITI-Ne(001198)-(PT-RU)-290323

3aK/II0ueHHe O COOTBeTCTBMK: «HaCTOAWNM 1 MOATBEPKAAl0, YTO NpPUBENEHHas Bellle MHGOPMALINA ABIIsETCS
JOCTOBEPHOH M TOYHOM. DTa cepus NPOAYKLUMHM Npou3BeleHa (BKIroyas ymakoBKY (MapKUpOBKY) M KOHTpOJb
KayecTBa2) Ha BbIUEYKA3aHHOH MPOVM3BOACTBEHHOM TMomaake (MIoluaaKax) B TOJHOM COOTBCTCTBHH C
Tpebosanuamy [IpaBUN HaANeXameHd NPOW3BOACTBEHHOH NPaKTHKH EBpasuicKOro 3KOHOMHYEcKoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceutsbps 2022) v TpeOOBAHHAMH KOHTPOJIA Ka4€CTBA NEKapCTBEHHBIX CPEACTB,
a TAKXKe B COOTBETCTBHM CO CTEUHPUKALMUAMHU, CONEPHKALHMHCA B PETUCTPALMOHHOM JIOCHE CTPAHBI-MMTIOPTEPA.
3aMMCH TI0 IPOM3BOJICTBY, YNIAKOBKE ¥ aHANU3Y NPOBEPEHBI, H YCTAHOBIEHO MX COOTBETCTBHC TpeboBaHuaM [Ipasun
HaJUTeXAaLIEH MPOM3BOACTBEHHON NPaKTHKKU EBpasuiCKOro 3KOHOMHMYECKOTO CO03a».

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

Dpunenasme: [IPOAYKT COOTBETCTBYET TPEOOBAHUAM HI Zaxmouenue: OJJOBPEHO

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

Tomrotosnero: Ramakant 1_ MMpogepeno: Pardeep Kumar Onobpeno: Meremuep / PyKopoJIHTENb
m Yy el Amit Kumar "

Reprint Date / = Reprint Date / Reprint Date / y

Hara: 11.06.2025 Jara: 11.06.2025 Jara: 11.06.2025

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com
CIN: LB5195AP 1984P1.C004507
www.drreddys.com




