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‘.0

, i Formulation Unit-6

Dr. Reddy s ‘. vill. Kho!, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS  www.drieddys.coim

CEPTUOUKAT AHATIU3A
=l F S
Product : Nise gel 1%, 20 g
Ipoayser: Haiia", rene ana Hapysxsoro npuMeHenus 1%, 20 r
Market / Prinok : Russia/ Poccus
Batch No. / : V250133 Batch Quantity / . 58000.00 units /
| Cepun Ne ’ Pasmep cepun " 58000.00eanmiu
Analytical Repo:‘t No. / . 040002822755 Date of Analysis / . 28.02.2025
AHauTH4eckni oT4eT No Jatn ananusa_ -
Date of Manufacture / . 02/2025 Date of Expiry / . 01/2028
Jlara nponsaoacTea I'onen g0 — - gl
Mfg. License No. /
IlpoussoacTBEeHHAS : MNB/05/263 MA number: / Homep PY JITT-Ne(001198)-(PT-RU)
aupenans Ne | =
Analysis performed according ND No / Auamnns nposeaen no M/ Ne: JIIT-Ne(001198)-(PT° -RU)-290323
Ne [ Test/TlokasaTens 'Result/ Pesynsrarel ~ Specification / Hopma -
1 | Appearance / Onucanne (Clear homogenous light yellow gel, free Clear homogenous light!

! | {from particulate matter / OfHOpOAHBIH ellow to yellow gel, free from
' ‘ jlnpospaqﬁmﬁ rellb CBETIIO-KENTOrO LIBETA, ganicula‘te matter / ONHOPOMHbBIHA NPO3pPAYHbIFi
iCBOGOIHEIHA OT MOCTOPOHIIHX HACTHII, Tenb OT CBET/O-KENTOro J10 JKENTOO LHeTa,

‘ cBo6OIHKIH OT NIOCTOPOHHHX YACTHLL. |

2 [fdentification by HPLC / | Couwplies as preseribed / Covtpetcteyer  The retention time of thc main pcak in the
MnenTudnraunsa (BIXKX) rpebosannam chromatogram  of test solution  should

[ icorrespond to the retention time of the main

i ipeak in the chromatogram of nimesulide
! ireference standard solution (section Assay). /|
‘ Bpcmsa  yAepKUBAHHA OCHOBHOCO THKa HA
XPOMATOIPAMME  HCOBITYEMOrQ  PACTBOpA)

HMOJIKHO COOTBETCTBOBATH BpEMeH|
YACpIKHBaHHS OCHOBHOrO niKa Ha
| XpoMatrorpamMme pacreopa CTaH AAPTHOIO|
| ‘0bpa3ua gimecyanaa (pasuen|

_«KoniuecTseHHOE Onpeacnenne) MU
According to the requirements. Not less than
20 g/ B cootsetctBHH ¢ TpeGoBaruamu. He

f
|
|

3 [Weight of package . 20g/20r
contents Macca II
l

COEP/KUMOro YINAKOBKH menee 20T
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeyanne: IIpoaykr cooTBeTcTBYeT Tpebobannsam HJE 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosneno: Santosh Kumar IIposepedo: Pardeep Kumar Ono6peno: Mexemxep / Pykosonutenb
Maurya @ p Amit Kumar P
Reprint Date / Reprint Date / Reprint Date / !
JHara: 28.02.2025 Hara: 28.02.2025 Tara: 28.02.2025

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangara, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1Y84PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Or. Reddy's Laboratorifes Lid

Formulation Ui

CEPTU®UKAT AHAJIN3A

Product : Nise gel 1%, 20 g

\ponyicr: Haiis*, rens ang uapyinoro npuverenns 1%, 20 r

Market / Prinok : Russia / Poccust

Batch No. / - it Batch Quantity/ . 58000.00 units /

Cepust Ne ; Pasmep cepun " 58000.00eauHuL

Analytical Repo:‘t No. / \ 040002822755 Date of Analysis / . 28.02.2025

Ananutuyecknif oTuer No Jara asanun3sa

Date of Manufacture / . 02/2025 Date of Expiry / . 01/2028

JaTa npouzsoacTra Topen go ol
Mfg. License No. /

IlpoussoacrBeHnan : MNB/05/263 MA number: / Homep PY  : JITTI-Ne(001198)-(PI-RU)

nmuenzua Ne

Analysis performed according ND No / Ananus nposeacu no (171 Ne: JITT-Ne(001198)-(PT-RU)-290323

4 | pH

4.9

=

6106.0/0T14,6 10 6,0

5 Related substances /PogcTBennble npHMecH

1) Impflrity A /Tlpamech A
2) Impurity B / IIpumecs B

3) Impurity C/ IIpumecs C
4) Impurity D / [1pumecs D
5) Impurity E / [lpumecs E

6) Impurity F / [Tpumecs F

7) Highest Unknown
Impurity / Eaunu4Has
HeHJEHTHPUIHPOBAHHA
sl IPUMECH

8) Total impurities /
CyMMa npuMecer

Not detected / He OBHapykeHa

Below LOQ (LOQ = 0.04 %) / Hike
pemesia KONM4YecTBEHHOTO OTIpefeNIeHHs
(IIKO = 0.04%)

Not detected / He o6Hapy>xeHa

Not detected / He obHapyxeHa
Not detected / e oGHapyxeHa

Not detected / He obnapyxeHa

Below LOQ (LOQ = 0.1 %) / Huxe
pegena KONHYeCTBEHHOro ONpeneneHus
TIKO = 0.1%)

Below LOQ / Hixe npegena
KOJIHYECTBEHHOTO OIMPERETEHUS

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

2) Not more than U.2 % / He bonee U,2 %

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

{4) Not more than 0.2 % / 1e 6onee 0,2 %

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

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

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

Remarks : The Product conforms to ND/
TIpameuanne: [TpogykT cooTseTcTBYeT TpeboBanusM HJT

Conclusion : APPROVED /
Zaxmouenne: OJOBPEHO

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

Tloarotosneno: Santosh Kumar TIposepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBonuTens
n H v .

Maurya 43 (,“1 L Amit Kumar /\ e

Reprint Date / Reprint Date / Reprint Date / '

Hara; 28.02.2025 Harta: 28.02.2025 Jara: 28.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 500034, Telangana. India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys,com
CIN: L85195AP1984PLC0O04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulatien Unit-6
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CEPTU®UKAT AHATIU3A

Product : Nise gel 1%, 20 g

| poaywcr: Haiiz®, resb 114 HapysHoro fipiMetenus 1%, 20 ¢

Market / Poinok

: Russia / Poccus

Batch No. / . V250133 Batch Quantity / . 58000.00 units /

Cepus N < Pasmep cepnu " 58000.00exuHNL

Analytical Report No. / . 040002822755 Date of Analysis / . 28.02.2025

Ananntuyecknii otuet Ne ___|[dara anannsa = o= = TR
Date of Manufacture / . 02/2025 Date of Expiry / . 01/2028

JlaTa npou3BOACTBA Toaen po

Mfg. License No. /

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

Jninuensua Ne

Analysis performed according ND No / Ananus nposeact no HJ{ Ne: JIIT-Ne(001198)-(PI'-RU)-290323

6 |Mlicrobial contamination / MukpoGuonoruyeckas yncrora*

iTotal aerobic microbial

JKH3HECTIOCOOHBIX
'[aapo6m>1x

| MHKPOOpPraHU3MOB

Total combined
yeasts/molds count /
{Ob1ee YHCIO IPOAOKEBBIX
i NIIECHEBBIX IPHOOB
Pseudomonas aeruginosa

Staphylococcus aureus

count / ObLiee KoIU4ECTBO

' Less than 10 CFU/g /
Menee 10 KOE/ir

Less than 10 CFU/g /
! Menee 10 KOE/r

{Absentin 1 g/ OtcyrctByer B 1 r

Absent in 1 g/ Otcytersyer B 1 r

10.16 mg/ 10.16 mr

u [Assay / KonudecTBeHHOE
lonpenenenie
|
8  |Package/ YnmaxoBka

INot more than 10? CFU/g /

li--le Gonee 10° KQE/r

Not more than 10' CFU/g /
He 6onee 10' KOE/r

IAbsent in 1 g/ OtcyrciBue B 1 T

iAbsent in 1 ¢/ OrcyrerBiue B 1 r

9.0 to 11.0 mg of C13H2N2058 (nimesulide)
er | g of the product. /

O1 9.0 7o 11,0 Mr C13H12N205S (HuMecymHa)

B 1 r npenapara

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 Tyby U3 JaMHHMPOBAHHOrO AJIFOMUHHS, CHAOXEHHYIO MeMbPaHOH Aia
KOHTPOJIA IEPBOTO BCKPBITHS. 1o 1 TyGe B MauKy KapTOHHYIO ¢ MHHCTPYKUHEH 110

IPHMEHEHUIO (TUCTKOM-BKJIAJIBILLIEM).

Remarks : The Product conforms to ND/
IIpumeuanne: Iponykr cooteTcTBYET Tpeboannam HJL

Conclusion : APPROVED /
3axkmrouenne: OJJOGPEHO

Prepared by /
IMonrorosineno: Santosh Kumar

Maurya g@

Checked by /
Tposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PYKOBOAMTEND
EYROBO

Reprint Date /
Jara: 28.02.2025

Reprint Date /
Hara: 28.02.2025

Amit Kumar /\( -
:

Reprint Date /
Jarta: 28.02.2025

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500334, Telangara, indiy
Tel: +31 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s Q,’:"

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6 -

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel: +91 98166 56001-02
www.drreddys.com

CEPTUDUKAT AHANTUIA
\Product : Nise gel 1%, 20 g _ B =
|Mporyscr: Haits™, rens ais vapykiioro npaMenenns 1%, 20 = _
Market / PuiHok ¢ Russia / Poccus
Batch No. / . visias T Batch Quantity / _58000.00 units /
Cepus No ’ Pa3mep cephn ° 58000.00eanuuL
Analytical Report No./ 444007879755 O LIS : 28.02.2025
AHannTuuecknit oTueT No HaTa ananunsa Bl )
Date of Manufacture / . 02/2025 Date of Expiry / . 01/2028
JlaTa npoM3BOACTBA T'oaen oo - i
Mfg. License No. /
IlpousBoacTBEeHnas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001198)-(PT-RU)
auuensns Ne . e N
Analysis performed according ND No / Auanus nposeaen no HJ Ne: JINT-Ne(001198)-(PT-RU)-290323

* Performed by the manufacturer periodically at release (with an interval of one test per 20 batchcs or at least once a year). The

test may be absent in the in-house certificate of analysis./

* [IpoBOIHUTCA POU3BOAMTENEM [PH BEITyCKe EPHOAKYECKH (C MHTEPBAIIOM B OJHO MCTIbITaHHE Ha 20 cepuit WK He meHee |
pasa B roa). [Tokasatess MOXET SBITh HE BKITIOUEH B cepTH(RMKAT aHamM3a GUPMEI.

API name (INN) / A©@C (MHH):

Nimesulide / Humecymia

API manufacturer batch number /
Homep cepun npoussoauteis APC:

MS-1A-243030-M1

FP Manufacturer API Batch number /
Homep cepus cyGcranunn npoussonurens IJID:

FERA00716

API Manufactured by & country /
Tpouseoxutens ADC, crpana:

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HauMeHOBaHHe, aipec H HOMeD JHUIEH3HA
MJIOMIAKH, OCYLIECTBIAIOLIEH

Mangalam Drugs and Organics Ltd., India /
Manranam Hpars sua Oprasuke Jlta., Maaus

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (License No MNB/05/263) /
IIpousBoacTBenHOe Moapasaenenue-6, Bunnamk Kxons,
Hanarapx Poyn, Baqau, Conan Juctpukrt, X.IL. 173205, Muaus
(JTnuensus Ne MNB/05/263)

Declaration of certification: «I heteby certlfy that the above information is authentic and accurate. This bateh 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

Remarks : The Product conforms to ND/
IIpumeuanne: IIponykr coorBeTcrByeT Tpebopanmsam HJI

Conclusion : APPROVED /
3axnwyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroropneHo: Santosh Kumar TIpoBepeHo: Pardeep Kumar Onobpeno: Menemxep / PykoBoauTesb
Maurya :_,£ z Amit Kumar ‘/\/ _/;
Reprint Date / Reprint Date / Reprint Date / J

Hara: 28.02.2025 Jara: 28.02.2025 Hara; 28.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +31 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHATINU3A
[Product : Nise gel 1%,20 g b ) - ]
Tpoayer: Haiiz”, rens gns napyssoro npumenenns 1%, 20 ——
Market / Prinox : Russia / Poccus
Batch No. / . N250133 ~ |Batch Quantity / _ 58000.00 units / ]
Cepna Ne : Pasmep cepHH " 58000.00egunuu
Analytical Repo“rt No./ . 040002822755 Date of Analysis / . 28.02.2025
AHaguTHucckuil oruer Ne T Hara anasmnsa Lol w R SR
Date of Manufacture / \ 02/2025 Date of Expiry / . 01/2028
JlaTa npoussoacTaa T'onen g0 -
Mfg. License No./
IIponssoacreelinan + MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI"-RU)
Juuensus Ne ol
Analysis performed according ND No / Anamn3 nposenen no HJI Ne: JITI-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».

3ak/I0ueHHe 0 cOOTBeTcTBUI: «HacToAMMM 5 NOATBEPKAAI0, YTO NPUBEIEHHAdA Bbllle UHPOPMALUA ABIAETCS
JOCTOBEPHOM M TOYHOI. DTa cepus MPOOYKUMM MNpoM3BeleHa (BKItOYas YMaKOBKY (MapKUpOBKY) W KOHTPOJIb
KayecTBa) Ha BbILIEYKa3aHHOW MPOU3BOACTBEHHONW miolagKe (maowankax) B TOJIHOM COOTBETCTBHHU ¢C
TpeboBauusimu [Ipasun Hajsexailedl NpPOM3BOACTBEHHON NMpPAaKTHKW EBpasMACKOro 3KOHOMUYECKOro c€Oio3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsabps 2022) v TpeboBaHHAMH KOHTPOJIS KaueCTBa JIEKAPCTBEHHEIX CPEACTB,
a Taioke B COOTBETCTBUM CO crieurdduKauuamMy, COAEpHalMUMMUCS B PErMCTPALLMOHHOM N(0ChE CTpaHbl-UMIOpTEpA.
3anucH 0 POKM3BOJICTBY, YIAKOBKE M AHANK3Y IPOBEPEHB], H YCTAHOBJIEHO MX COOTBETCTBHE TpebosaHuaAM 11paBun
HaJnexainei MpousBoACTBEHHOH MpakThkH EBpasuicKoro IKOHOMHUYECKOTO COO3a».

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

Hpumeyanue: [IpogykT cOOTBETCTBYET TpebGoBanuaM HIT 3akuaouenne: OJIOEPEHO

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

IToarororieno: Santosh Kumar [Mposepeno: Pardeep Kumar Onofpeno: Menemxkep / PykoBonuTensb

Maurya p Amit Kumar s
@f___ c':l._-——- ‘\"/ i

Reprint Date / Reprint Date / Reprint Date / v

Hara: 28.02.2025 Hara: 28.02.2025 Hara: 28.02.2025

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500334, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emait: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www,drreddys.com




