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

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

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Nise gel 1%, 50 g
I poaykr: Haitz®, rens ang napyxuoro npumenenns 1%, 50 r

Market / Poinok : Russia / Poccus

Batch No./ . V260120 Batch Quantity / . 23408.0 units /

Cepusi No : Pa3zmep cepun * 23408.0equnun
Analytical Repovrt No./ . 040003284391 Date of Analysis / . 18.02.2026
AHAaJUTHYECKHUIT oTUeT No JaTta ananusa

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2029

JlaTa npou3BoacTea T'onen no

Mfg. License No. /

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

Analysis performed according ND No / Anauans nposeaen no HJ Ne: JITI-Ne(001198)-(PT-RU)-050525

[MOCTOPOHHUX HacTHLL

Ne Test / Ilokasarens Result / PesyabTaThl Specification / Hopma
1 Appearance / Onucanue Clear homogenous light yellow gel, free fromClear homogenous light
particulate matter / OnHopoaHslit npozpaunsityellow  to  yellow  gel, free  from

rejib CBETJIO-KEJITOrO LBeTa, cBoGoaubiii orparticulate matter / OaHOPOAHBIHM NMPO3payuHbIii reb:

OT CBETJIO-XKEJTOrO A0 >KEJITOIO LIBETA, cBOOOAHBIH
OT NMOCTOPOHHHUX YaCTHILL

2 Identification /

The retention time of the main peak in the

The retention time of the main peak in the

Naentuduxanus chromatogram of test solution should chromatogram oftest solution should correspond to
corresponds to the retention time of the main the retention time of the main peak in the
HPLC / BOXX peak in the chromatogram of nimesulide chromatogram of nimesulide reference standard
| reference standard solution / Bpewms solution (section Assay). / Bpems ynepxuBaHus
YOEpXKHBAHUS ~ OCHOBHOTO  NHMKa  HAa OCHOBHOFO IIMKA HA XPOMATOTPAMME HCIBITYEMOTO
XpOMAaTorpamMMe  HCIBITYEMOro  pacTBOpa pacTBOpa JAOMKHO COOTBETCTBOBATh BPEMEHH
COOTBETCTBYET  BPEMEHW  YIACPXKHMBAHHA YIEPXKMBAHUA OCHOBHOTO MHKa HAa XPOMaTOrpaMmme
. OCHOBHOTO  NWKa Ha  XpOMaTorpaMMe pacTBOpa CcraHgapTHoro obpasua HuMecyJinia
[ ] pacTBopa CTaHAAPTHOTO obpasia l(pamen «KosinuecTBEHHOE ONpeAeNIEeHUED)
| HUMeCynnaa
3 [Weight of package contents / According to the requirements. Not less than 50 g
Macca cogeprkuMoro 50g/50r / B cooTBeTcTBUM ¢ TpeboBaHusaMu. He meHee 50
YNaKOBKH r
4 pH 4.9 4.6t06.0/0t4,6 n0 6,0

Remarks : The Product confirms to ND/
IMpumeuanune: IIpoaykt coorBeTcTByeET TpebGoBaHuaM HJI

Conclusion : APPROVED /
3axnwouenune: OJJOBPEHO

Prepared by /
[MoaroroeseHo:
Pravesh Rana

Checked by /
IIpoeepeHo:

Checked by (AQA) /
[Tposepeno (AOK):

<

Approved by: Quality Assurance/Authorized person /

Onobpeno: Obecnevenune kayecTsa/OTEETCTBEHHOE JTHLIO:
— T

Pardeep Kuma1‘<$f,_, Amit Kumar s
=

Date /
JlaTa: 18.02.2026

Date/

Date / Date /
Jlara: 18.02.2026 i&ra: 18.02.2026 Hara:

\@/DL- 201%
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CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIN3A

Product : Nise gel 1%, 50 g
Tpoaykr: Haitz®, reaw ans napyxuoro npumenenus 1%, 50

Market / PoiHOK : Russia / Poccus

Batch No. / © V260120 Batch Quantity / . 23408.0 units /

Cepust No ) Pasmep cepun " 23408.0eqMHUL
Analytical Repovrt No./ . 040003284391 Date of Analysis / . 18.02.2026
AHanuTHYecKHii oTyeT No JlaTa ananamnsa

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2029

JlaTa npou3BoACTBA T'oaen no

Mfg. License No. /

IlpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI"-RU)
Jaunuen3ust No

Analysis performed according ND No / Anaans nposeen no HJA Ne: JITI-Ne(001198)-(PT-RU)-050525

5
Related substances /PogcTeennbie npumecu
1) Impurity A / ITpumecs A Below LOQ (LOQ = 0.06 %) / Hixe npenena |1) Not more than 0.2 % / ne Gonee 0,2 %
konuuecTBeHHOro onpeneneruns (IIKO = 0,06
%)
2) Impurity B/ [Ipumecs B Not detected / He obHapyxeHa
2) Not more than 0.2 % / ve 6onee 0,2 %
3) Impurity C/ ITpumecs C Below LOQ (LOQ = 0.04 %) / Huxe npenena |3) Not more than 0.2 % / ue 6onee 0,2 %
KonuuecTBeHHOro onpeaenenus (ITKO = 0,04
%)
4) Impurity D / [Ipumecs D Not detected / He o6napysxena 4) Not more than 0.2 % / ne 6onee 0,2 %
5) Impurity E / ITpumecs E Not detected / He obnapyxeHa 5) Not more than 0.2 % / ue 6onee 0,2 %
6) Impurity F / ITpumecs F Not detected / He oGHapyxeHa 6) Not more than 0.2 % / He 6onee 0,2 %
7) Highest Unkn I it 7) Not more than 0.2 % / ve 6onee 0,2 %
) P Below LOQ (LOQ = 0.1 %) / Hinke npenena ) RS °
HeHIEeHTH(ULMPOBAHHAS konnuecTeeHHOTro onpeneneHus (ITKO = 0,1%)
pUMech
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: IMpoaykr coorBeTcTRyeT Tpedoanusm HJL 3axmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person /
[Moarorosnexo: [1poBepeno: [IposepeHo (AOK): Opnobpeno: Obecneyenue kauecTsa/OTBETCRBEHHOE JIHLIO:
Pravesh Rana Pardeep Kumar .f ~|[Amit Kumx T OM.
=~ . ‘_/‘/ ] /
Date / Date / Date / ' Date / h:
Tlata: 18.02.2026  ||/lara: 18.02.2026 Ilara: 18.02.2026  ||Mlara: | k02— 2024
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product : Nise gel 1%, 50 g
I poayxr: Haiis®, reas ans Hapyxkuoro npumenenns 1%, 50

Market / PoiHOK : Russia / Poccus

Batch No. / . V260120 Batch Quantity / . 23408.0 units /

Cepus Ne : Pasmep cepun * 23408.0eauHmn
Analytical Repovrt No./ . 040003284391 Date of Analysis / . 18.02.2026
AHanuTHYeCKHI 0T4eT No JaTta ananusa

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2029

Jata npon3BoacTaa Togen no

Mfg. License No. /

IIpouszBoacTBenHan : MINB/05/263 MA number: / Homep PY @ JIII-Ne(001198)-(PI'-RU)
auiensus Ne

Analysis performed according ND No / Anaans npoeexen no H/T Ne: JIIT-Ne(001198)-(PT-RU)-050525

8) Total impurities / Below LOQ / Hmxe npenena 8) Not more than 1.5 % / He 6onee 1,5 %
Cymma npumeceit KOJIMYECTBEHHOTO OTIpeieNIeHHs

6 Microbial contamination* / MuxkpobHosoruieckas yuncrora*

Total aerobic microbial count /

O011ee KONTHYECTBO Less than 10 CFU/g / Not more than 10> CFU/g /
YKU3HECTIOCOOHBIX a3pOOHBIX Menee 10 KOE/r He 6onee 10* KOE/r
MHUKPOOPraHU3MOB

Total combined yeasts/molds Less than 10 CFU/g/ Not more than 10' CFU/g /
count / O61ee yuciio Menee 10 KOE/r He Gonee 10! KOE/r
IPOMOKEBBIX M TIECHEBBIX

rprboB

Pseudomonas aeruginosa Absent in 1 g/ OtcyrcTeue B 1

Absent in 1 g/ Otcyrcreue B 1 ¢

_ |Staphylococcus aureus Absent in 1 g/ OrcytcTBue B 1 1 | Absent in 1 g/ OrcytctBue B 1 1
Remarks : The Product confirms to ND/ Conclusion : APPROVEF/
Ilpumeuanne: [IponykT cooTBercTByeT TpeGoanusm HJI 3akauyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ |[Approved by: Quality Assurance/Authorized person /
[Toarororneno: IMpoeepeno: . [Mpoeepeno (AOK): Onofpeno: Obecneuenue kauecrga/OTBETCTBEHHOE JIMLIO:
Pravesh Rana Pardeep Kumar Amit Kumar A'/\ Y] )J)\_Sc

. ] 4 -~ \ 71 /
Date / Date / Date / Date / .
Jlata: 18.02.2026  ||lara: 18.02.2026 Jlara: 18022026 ||lara: V¥ 22—202¢

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
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Dr. Reddy's Laboratories Ltd.
Farmulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Nise gel 1%, 50 g

Mpoaykr: Haiiz®, rens auis napyssoro npumeHenns 1%, 50 r

Market / Prinox

: Russia / Poccus

Batch No. / . V260120 Batch Quantity / . 23408.0 units /

Cepust Ne ) Pa3mep cepuu © 23408.0eauany
Analytical Repourt No./ . 040003284391 Date of Analysis / . 18.02.2026
AHaauTHYecKHil oTyeT No JlaTa ananuza

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2029

JlaTa npousBoacTea I'ogen no

Mfg. License No. /

IIpousBoacTBeHHAR : MNB/05/263 MA number: / Homep PY @ JIII-Ne(001198)-(PI'-RU)
JuueH3ust Ne

Analysis performed according ND No / Ananns nposened no HJI Ne: JITI-Ne(001198)-(PT-RU)-050525

7 Assay / KonuyecTtBeHHOe
onpejelieHue

10.33 mg /10,33 Mr

9.0 to 11.0 mg of Cy3H,2N205S (nimesulide) per
i1 g of the product /

0719,0 10 11,0 mr C;3H;2N205S (Humecynun) B 1
I npernapara

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 TyOy H3 JIAMUHMPOBAHHOrO
anioMUHWs, CHaO)XeHHyro MeMmOpaHOi [t
KOHTpOJI mepBoro BckpeiTus. ITo 1 TyGe B
Mayky KapTOHHYK C HHCTPYKLHEH Mo

MPUMEHEHMIO (JIMCTKOM-BKIIA/IBILIIEM).

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 TyOy M3 JaMHUHMPOBAHHOIO AMIIOMUHHUS,
cHabweHHy0 MeMOpaHOH [UId KOHTPOJIA NIEPBOr0
BekpbiTHA. Ilo 1 Tybe B mauky KapTOHHYIO ¢
MHCTPYKUHEH 10  TpUMeHEeHHIO  (JIHCTKOM-
BKAAJLILIEM).

* 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./
* TIpOBOAMTCS MPOU3BOAMTENEM MPU BLIMYCKE NEPHONHYECKH (C MHTEPBAJIOM B OAHO MCMbITaHHe Ha 20 cepuii MM He MeHee |

pasa B ron). [Toka3zaTenb MOXKET ObITh He BKIIFOUEH B CepTUGUKAT aHaIu3a GUPMEI.

Nimesulide / Humecynug

| API name / HanmenoBanue ADC: ) I

Remarks : The Product confirms to ND/
ITpumeuanue: IlpoaykTt coorsercTByeT Tpedoanusm HJL

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person /
[NoaroTosnexo: j [Mposepeno: [TpoBepeno (AOK): Onobpeno: Obecneuenne kauecrsa/OTBeyCTBEHHOE JINLIO:
Pravesh Rana Pardeep Kumar i_/ Amit Kuma o

= - k(/\ Ve /
Date / Date / Date / Date / Y
Jlara: 18.02.2026 Jlara: 18.02.2026 Jlara: 18.02.2026 Jlara: \ g L2026

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Dr.Reddy’s ":’.

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

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

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIN3A

Product : Nise gel 1%, 50 g

Ipoayxr: Haiiz™, rens ans vapysxsoro npumenenns 1%, 50 r

Market / Poinok : Russia / Poccus

Batch No./ . V260120 Batch Quantity / . 23408.0 units /

Cepus Ne ’ Pa3smep cepun © 23408.0eguHun
Analytical Repovrt No./ . 040003284391 Date of Analysis / . 18.02.2026
AnanuTHyecknii oTyeT Ne Jdata anaau3a

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2029

JlaTa npousBoacTBa T'ogen g0

Mfg. License No. /

IIpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY  : JII1-Ne(001198)-(PI'-RU)

suneH3us Ne

Analysis performed according ND No / Anaans nposegen no HJ Ne: JITI-Ne(001198)-(PI'-RU)-050525

INN / MHH:

Nimesulide / Humecynup

API manufacturer batch number /
Howmep cepun npoussoautensi ADQC:

MS-1A-243031-M1

FP Manufacturer API Batch number /
Howmep cepuu cy6cTannun nponspoautess I'JID:

FERA00717

API Manufactured by & country /
IIpousBoaurenr ADC, crpana:

Mangalam Drugs and Organics Ltd., India /
Mamnranam [Ipars sua Opranukce Jita., Munus

Name, address, authorization No for  FP
manufacturing site / Control site / Release site /
HaumenoBaHue, aipec 1 HOMep JHLEH3UN
IJIOIAKH, OCYIeCTBIsAIOM e

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan

(HP) 173205, India (license No MNB/05/263). /

[TpousBoAcTBEHHOE NoApazeneHue-6, Bumn. Kxons, Hamarapx
Poyn, bajnu, Jucrpukr Conan, X.11., 173205, Uupus (Jluuenzus

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 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 Good

Manufacturing Practice of the Eurasian Economic Union is established». /

3aKJ0yeHHe 0 COOTBETCTBHM: «HacToswmmm s MOATBEPKAAr0, UTO MIPUBE/ICHHAs Bbiile HHQOpManus sIBISETCS JOCTOBEPHOM U TOYHOM.
OTa cepus POAYKLMHK NPoM3Be/ieHa (BKIIIOYas YaKOBKY (MAapKUPOBKY) M KOHTPOJIb KauecTBa) Ha BbIILICYKa3aHHOW MPOU3BOACTBEHHOM

Remarks : The Product confirms to ND/
ITpumeuanmne: [poaykr coorsercrayer TpeboranusM HJI

Conclusion : APPROVED /
3axarwuenune: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person /
[ToaroTosneHo: 1 IIpoBepeHo: . [Mpoeepeno (AOK): Onobpeno: Odecneuenue kauecTra/OTBETCTBEHHOE JIMLO:
Pravesh Rana Pardeep Kumar )L/ Amit Kumar d\}yj

‘ = A" at
Date / Date / Date / i Date /
Jlata: 18.02.2026 Tata: 18.02.2026 Jlata: 18.02.2026 Jara: \ 3222024

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Dr.Reddy’s “:‘

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

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A

Product : Nise gel 1%, 50 g
Ipoayxr: Haitz®, rens g napyxroro npumenenus 1%, 50 r

Market / PoiHok : Russia/ Poccus

Batch No./ . V260120 Batch Quantity / . 23408.0 units /

Cepus No i Pazmep cepuu © 23408.0eaunun
Analytical Repovrt No./ . 040003284391 Date of Analysis / . 18.02.2026
AHajauTHYecKHii oTyeT No JlaTa ananusa

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2029

JlaTa NpoH3BOACTBA I'ogeH no

Mfg. License No. /

IIpousBoacTeeHHasn : MINB/05/263 MA number: / Homep PY : JIII-Ne(001198)-(PT-RU)
auueH3usa Ne

Analysis performed according ND No / Anannus nposenen no HJ/I Ne: JITI-Ne(001198)-(PI'-RU)-050525

nnomaake (TUOIAaAKax) B MOJHOM COOTBETCTBHH ¢ TpeGoBanusamu [IpaBun Haanexaiueit npou3BoacTBeHHON npakTuku EBpasuiickoro
3KOHOMHUECKOTO COI03a M TPeDOBaHMAMH KOHTPOJISL KAYECTBa JICKAPCTBEHHBIX CPEACTB, & TAKXKE B COOTBETCTBUM CO CreLIMPUKALUAMMU,
COAEPXKALUIUMHUCA B PErMCTPALIUOHHOM JOCHE CTPAHBI-UMIIOPTEpa. 3aMUCH IO MPOU3BOICTBY, YNAKOBKE W aHAH3Y IMPOBEPEHBI, U
YCTAHOBJIEHO UX COOTBETCTBHE TpeGoBaHuaM [IpaBun Hajuiexalled NPOM3BOACTBEHHON MPakTHKH EBpPaszuiicKOro 3KOHOMHUYECKOTO

COHO3ad».

Remarks : The Product

confirms to ND/

Ipumeuanue: [Tpoaykr coorBercTryeT TpeboBannam HJT

Conclusion : APPROVED /
3akmouennie: OJOBPEHO

Prepared by /
[MoaroToBieHo:
Pravesh Rana

Checked by /
[Tposeperio:

Pardeep Kumar *J}«"‘ y

Checked by (AQA)/
ITposepeHo (AOK):
Amit Kuma A
—
—

Approved by: Quality Assurance/Authorized person /

Onobpeno: ObecrnieueHue Kaq?Z:eTcr EHHOE JILIO:
& \’\9\.’

Date /

Mara: 18.02.2026

Date /
Jara: 18.02.2026

Date /
Jlara: 18.022026

Date / \g’OL"Z,GM

Jlara:
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CIN: L85195AP1984PLC004507
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