Dr.Reddy’s €¢

Product: Nis_e_Kctivgel (nimesulide) gel for external use, 1 %, 50 g
Hpoaykr: Haiis® AkTueresb (HUIMECYNNA) refib IS HAPYXKHOTO MpuMeHenus, 1 %, 50 r

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A

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

Vill. Khot, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel: +91 §&lo6 56601-02
www.drreddys.com

iMarket / Poisiok

: Russia / Poccus

Batch No./ . V250606 Batch Quantity/ . 23412.000units /

Cepun Ne - Pa3mep cepun * 23412.000 enuuuL
Analytical Report No. / . 040003026479 Date of Analysis/ . 07.08.2025
AHAJIUTHYECKHI oTYeT No JaTa aHanmsa i

Date of Manufacture/ . 07/2025 Date of Expiry/ . 06/2027

Jara npou3soacTBa S 2 T'onen mo =

Mfg. License No. /

IIpou3roacTBEHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
{muensus Ne

|Analysi_s_ P:t;formed according ND / AHasan3 npoeeaes no HJI; JIH-NQ(QOIS%)—(P_F -RU)-251022

Page 1 of 6/CTp. 1 u3 6

§.00/ Test / ITokazarean
T Descri_ption /Onncanue

Result / PesyabTar

Specification / Hopma

Homogeneous, tr_an;ﬁrent, pale—'
yellow gel with characteristic odor/
OpHOpOAHBII  TpO3padHblid  Iellb
| 6nenpHo-)ENTOrO LBeTa c

XapaKTepHbIM 3araxoM i

Homogeneous, transparent, colorless to |
pale-yellow gel with characteristic odor/
OpHopoaHbIfl  Mpo3padHbiii redb  OT
HecLBeTHOTO 10 0JIeAHO-)KEJITOrO LBETA
C XapaKTEpHbIM 3aMaxoM

a) HPLC/ BOXX

2 Identification / UaenTudpuxanun

Complies as prescribed /
CooT1BeTcTBYET TpeOOBAHUAM

The retention time of the main peak in

the chromatogram of test solution should
correspond to the retention time of the
mam peak in the chromatogram of
nimesulide reference standard solution
(section Assay) / Bpems ynep>kupaHus
OCHOBHOI'0 NMKa Ha XpoMaTorpamme

HCTIBITYEMOT O pacTBopa JIOTXHO
COOTBCTCTBORATL npeMer s
YAEP)KUBAHHS OCHOBHOI'O IIHKA HA
XpoMmaTorpamme pactBopa
CTaHJapTHOro obpasla HUMecyJMaa
(paznen «KonuuecTBeHHOE
orpeaesicHUE»)

Remarks 'The Product conforms to ND/

Conclusion : APPROVED /

ITpumeuanne: IlpogykT coorBeTcTBYeT TpeboBannsm HJJ

3axmouenune: O JOBPEHO

Prepared by /
IToarorosneHo: Pravesh Rana (/(’

Checked by /
[Iporepeno: Pardeep Kumar

=

Approved by: Manager/Executive/
Onobpeno: Menemxep / PykoBogurens
Amit Kumar o
Pt
¥

Reprint Date /
Hata: 07.08.2025

Reprint Date /
Jara: 07.08.2025

Reprint Date /
Jara: 07.08.2025

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

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

Vill. Khol, Naiagarh Road, Baddi,
Distt. Solan, HP., 173 205, INDIA
Tel . +915816G 5000::-02

www.drred'dys.com

Product : Ni_G-E_Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoayk-v: Hali3® AkTuBresb (HUMECY /i) Telb LIS HADYAHOrO npimeHenns, 1%, S0 r

Market / Poitiok

: Russia / Poccus

Batch No./ e Batch Quantity/ . 23412.000units /
|Cepust Ne ) Pasmep cepun ' 23412.000 eauHun
Analytical RepO}'t No./ . 040003026479 Date of Analysis/ . 07.08.2025
AHaJnTHYECKHiT oTyeT Ne Jlata avasusa

Date of Manufacture/ . 07/2025 Date of Expiry/ . 06/2027

Jata npou3s 0icTBA T'ogen no i

Mfpg. License No. /

IMpou3soacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JHUEH3Hs No

| Analysis performed according ND / Ananus nposenen no H: JIII-Ne(001336)-(PT-RU)-251022 I

[No/ o -

Test / IlokaszaTein
Ne

Page 2 of 6/CTp. 2 u3 6

Result / PezyabTaT

Specification / Hopma

b) UV spectrophotometry /Y ®-
creKkTpodoTo MeTpus

Complies as prescribed
CooTseTcTBYET TpeOOBAHUAM

/

UV absorption spectrum of the test
solution should have absorption

| maximum at 39745 nm / Y®-cnektp
| TOrJIOIEHUsI HCIBITYEMOr0  PacTBOpa
| O/KeH UMeTh MAaKCUMYM [OIJIOLIEHHA

npu 397£5 M

3. | Weight of package contents/ 51g/5lr According to Rus. Ph. / B coorBercTBHH
Macca coaep:kUMOro ¢ TpeboBanusmMu [ © PO
yHAKOBKH
|
| 4. | pH BRI 25t04.5/0125 0 4,5

5. | Viscosity /Bsazkocth

946.8 centipoise /
946.8 canrunyas

400 to 1,200 centipoise /
Ot 400 mo 1200 canTHIyas

6. | Impurities / IIpumecn
||

L. -_Impurity (G
[pumecs C

Not detected / He obHapyxeHa

Not more than 0.50 %/
He 6onee 0,50 %

ii. | Impurity D/
ITpumecs D

Below LOD (LOD =0.02 %) /
Huxe npenena obnapyxenus (IO
=0.02%)

Not more than 0.50 %/
He 60mee 0,50 %

—

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Hpumeuanue: [ponykT cooTBeTcTBYET TpeboBanusaM HJI

3akmouenune: OJJOBPEHO

Prepared by /
ITonrorosiaeHo: Pravesh Rana

Checked by/
ITpoeepeno: Pardeep Kumar

N

Approved by: Manager/Executive /
OnobpeHo: Menemkep / Pykopoaurens
Amit Kumar A 1

||I. . —

Reprint Date /
Harta: 07.08.2025

Reprint Date /
Jata: 07.08.2025

v

Reprint Date /
Jata: 07.08.2025

Registered Office: 8-2-337, Road No. 3, Banjaia Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L851954P1984PLC0O04507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.

‘.0
’ °® Formulation Unit-6
Dr.Reddy s '. Viil. Kho!, Nalagarh Road, Baddi,
Distt. Sofan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS . 019216656001 02

CEPTHO®HUKAT AHAJIU3A www.drreddys.corn

i_Prﬁuct: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
|IIpoaykr: H_gﬁ_z@ AKTUBreNb (HUMECYJIHMA) refib i HapyskHoro npuMeHenus, 1 %, 50r

Market / PriHok : Russia / Poccua

Batch No./ S Batch Quantity/ ~23412.000units /

Cepusa Ne 3 Pasmep cepun © 23412.000 eguHu
Analytical RepOft No. / . 040003026479 Date of Analysis / . 07.08.2025
AHaJiuTH4YecKuil oTyeT Ne Jara ananuza

Date of Manufacture/ . 67/2025 Date of Expiry/ . 06/2027

IlaTa npouspoacTna T'ogen mo

|Mfg. License No. /

IIpon3BoacTeeHHas : MNB/05/263 MA number: /Homep PY : JII-Ne(001336)-(PI'-RU)
Jvuensug Ne

Analysis performed according ND / Anaans nposeaen no HJI: JITI-Ne(001336)-(PT'-RU)-251022

Page 30of 6/ Ctp. 3 m3 6

;}0 4 Test / IloxazaTenn Result / PeayabTaTt Specification / Hopma
ii. | Any other impurity / 0.03% | Not more than 0.50 % /
JIrobas apyras npuMech He 6onee 0,50 %
| iv. | Total impurities/ 1B 0.1% Not more than 1.50 % /
CyMma npumecei He Gosee 1,50 %

7. | Microbial purity* / Mukpo06uosiornyeckas yicrora*

i. | Total Aerobic Microbial Count/ NA Not more than 100 CFU/g /
O6uiee uuCcio aspoOHBIX MUKPO- He Gonee 100 KOE/r
OpraHu3MOB

il. | Total Combined Yeast and NA Not more than 10 CFU/g
mould count / Obuiee uncno He 6osiee 10 KOE/r
JPOMOKEBBIX U MIIECHEBBIX
rpubos

iii. | Pseudomonas aeruginosa I NA Should absent in 1 g/
OrcyrcTBUe B 1 T

iv. | Staphylococcus aureus NA Should absent in 1 g/
OtcyrcTBUe B 1

8. | Assay / KosmdecTBeHHOe onpeesicHHE

Rewmarks :'The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: IIpoaykT coorBeTcTBYET TpebopanusM HJY 3akmouenne: OTOEPEHO
Prepared by / .| Checked by / Approved by: Manager/Executive /
Ilonrororneno: Pravesh Rana ( " | Mposepeno: Pardeep Kumar Onobpeno: Menemxep / PXKOBOJ.U[T&JIL

3 Qi’— Amit Kumar ‘/\f s

o y g

Reprint Date / Reprint Date / Reprint Date /
Hata: 07.08.2025 Hata: 07.08.2025 Hata: 07.08.2025

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



Product : Nise Activgel (nimesulide) gel for external use, 1%, 50 B
_'ﬂpozlym: _I‘lﬁﬁ3® AKTUBreNb (HUMECYNMI) renb 1Jis HAPYKHOT'O NIPUMEHEHNA, 1%,50r

Dr. Reddy's Laboratories Ltd.

Qe
Dl’.ReddY’S Q.... Formulation Unit-6

Vill. Khol, ivalagarh Read, Baddi,
Distt. Solan, HP, 173 205, INDIA
CERTIFICATE OF ANALYSIS Felis 4N S 2Y6E SE00 02
CEPTUO®HKAT AHAJIN3A www.drrea'dys.comn

Market / Puiok : Russia / Poccus

Batch No./ . V250606 Batch Quantity / . 23412.000units /

Cepus Ne E Pasmep cepun  23412.000 enu1HuL

Analytical Repoﬂrt No./ . 040003026479 Date of Analysis/ . 07.08.2025

AHaJNTHYECKH i OTUeT Ne Jara ananu3a

Date of Manufacture / . 67/2025 Date of Expiry/ . 06/2027

Hata npousBoacTBa =k ___|Toaen no =
Mfg. License No. /

|Hp0u330uc1'BeHHaﬂ : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)

|muuensus Ne

{Analysis performed according ND / Anasu3 nposeaen no HJI: JITI-Ne(001336)-(PT -RU)-251022 :

Page 4 of 6/ Ctp. 4 3 6

JT.OO/ Test / Ilokazarensn Result / Pesyabrtar Specification / Hopma
Nimesulide/ 10.02 mg/10.02 mr 9.0mg to 11.0 mg of Ci3Hiz2N2OsS
Humecynun (100.2 %) (nimesulide) (90.0% to 110.0% of label

claim) in 1 gof gel /

| Or 9,0 MI" 10 11,0 Mr C]3H12N205S
(mumecymun) (ot 90,0 % po 110,0 % or
HOMHHAJIBHOI'O coaepkaHus) B 1 r resis

9. | Dimethyl sulfoxide / 102.6 % 90% to 110% of C2HsOS (dimethyl
Jdumernncyasdorcnn sulfoxide) of label claim /

Or 90 % mo 110 % C;HsOS
(mumeTuncynbhOKCHI) OT
HOMHHAJILHOT'O COMIEPXKaHMS

| |

10.

Package / YnakoBka

50 gin a laminated aluminum tube equipped with tamper-evident membrane.
Each tube and a patient information leaflet in a carton. / ITo 50 r B TYOy u3
JOMHIAPOBAIIIOr0 AMIOMHHIS, CHA0XEHHYr0 MeMOpaHOf i KOHTpONS
nepeoro BekpbiTus. Kaxayro TyOy BMecTe ¢ MHCTPYKLMEH MO MeAHULIMHCKOMY
NPUMEHEHHIO NOMELAIOT B NMAaYKy KapTOHHYIO.

*The parameter may not be included in the manufacturer's Certificate of Analysis. The
manufacturer guarantees the quality of the product for these parameters.

*[loka3aTeab MOMKET OTCYTCTBOBATHL B cepTH(HKATe aHATH3A npou3BoauTes. IIpousBoauTens
rapaHTHPYeT Ka4ecTBO HpenapaTa no 3THM NOKa3aTe/ M.

Remarks : The Product conforms to ND/ Conclusion : APPROVED/
Ipumeuanue; IlpoaykT cooTBeTcTBYeT TpebGopanusm HJ| 3akawuenune: OJIOBPEHO

Prepared by /
INoarorosieno: Pravesh Rana

Checked by/ Approved by: Manager/Executive/
f Ilposepeno: Pardeep Kumar Onobpeno: Menemxep / Pykoponurens

f Amit Kumar A
< —

Reprint Date /
Hata: 07.08.2025

Reprint Date / Reprint Date /
JHara: 07.08.2025 Jarta: 07.08.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangang, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddyscom
CIN: L85195AP1984FLCO04507
www.drreddys.com



Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Disit. Solan, H.P., 172 205, INDIA
el +91 Y2166 56001-02

CEPTUOUKAT AHAJIU3A

www.drrea’dys.corn

'Product : Nise Zcmgel (nimesulide) gel for external use, 1 %, 50 g

TpoaykT: Haj 3® AKTHBresb (HMMecynna) reflb A HapyY>XHOTO NpumeHeHus, 1 %, 50 r

Market / Pu1 Hok : Russia / Poccus

——

IpousgoacTBeHHast : MINB/05/263

JMueH3nsa Ne

Batch No./ . V250606 Batch Quantity/ . 23412.000units /
Cepus Ne - Pazmep cepun © 23412.000 enunui
Analytical Repogrt No./ . 040003026479 Date of Analysis/ . 07.08.2025
AHaJuTHYeCKHii 0TUeT No JlaTa ananusa -

|Date of Manufacture / . 07/2025 Date of Expiry/ . 06/2027

JlaTa nponsBoncTBa Il'onen g0 e

Mfg, License No./

MA number: / Homep PY

Analysis P_erf_or_rg& according ND / Ananu3 npoBeaen no Hﬂ JITI-Ne(001336)-(PT-RU)-251022

+ JIT1-Ne(001336)-(PT-RU)

Page Sof 6/CTp. Suz 6

| API name (INN) / Haumenosanue ADC
| (MHH):

Nimesulide / Humecynmg

API manufacturer batch number /
‘Homep cepun npoussoaures APC: |

NMS/125030251

FP Manufacturer API Batch number /
Homep cepun cy6cTaHIU i
nponssogurens ['JID:

API Manufactured by & country /
IHponssogurenr APC, cTpana:

FESA00226

Aarti Drugs Ltd, India /
Aapru Jiparc JIta., UHaus

| Name, address, authorization No for

FP manufacturing site / Control site /
Release site /

HaumenoBanue, aipec H HOMep
JIMIEH3HH NUIOIAAKH,
ocyLIec TBJIsA IO eH

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddji,
Distt. Solan (HP) 173205, India (License No MNB/05/263)/
H-p Penaw’c Jlabopatopuc Jita., Munus,
ITpouseoncTeerHoe noapasneneHue-6, Bunnamk Kxons,
Hanarapx Poyn, banau, Conan Quctpukt, X.I1. 173205,

MPOU3BOACTBO/ KOHTPOJIbL
Kkavecrsa/Boimyek [JID / |

HMupus (Jluuensus Ne MNB/05/263)

Declaration of certification: «l 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 Furasian Economic Union (No.
GMP/EAEU/RU/00554-2022 dt. 02 September 2022) and requirements to the medicinal quality and with the

Remarks : The Product conforms to ND/
IIpumeuanue: Tlpoaykr coorsercrByeT Tpebosanuam HJI

Conclusion : APPROVED /
3aknwyenne: OJOBPEHO

Prepared by/ Checked by/
IMoaroTtorneHo: Pravesh Rana /£

Reprint Date /
Hara: 07.08.2025

| Reprint Date /
Hara: 07.08.2025

Approved by: Manager/Executive /
ITpoeepeHo: Pardeep Kumar Onobpeno: Menekep / PykoBoairens
fi/’ Amit Kumar S
Reprint Date / v

Hara: 07.08.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984FLCO04507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.

Qe
! 9 Formulation Unit-6
Dr‘Reddy s ‘.. Vill. Khol, Naiagarh Road, Baddi,
Disit. Solan, HP., 173 205, INDIA
CERTIFICATE OF ANALYSIS .\ 51 9016¢ 500002
CEPTH®UKAT AHAJIU3A whmw.drreddys.com

Product : lee Activgel (nimesulide) gel for external use, 1 %, 50 g

Mpoaykr: HAB® AxkTiBrenb (HUMECYNUA) refib ANS HAPYX)HOrO npuMeHeHus, 1%, 50 r

Market / Pritiox : Russia/ Poccun

Batch No./ . V250606 Batch Quantity/ . 23412.000units / o
Cepus Ne i Pasmep cepui © 23412.000 eaunuL
Analytical Repourt No./ . 040003026479 Date of Analysis / . 07.08.2025
AnaJiuTHueckuii oTyer Ne = _|dara anayza

Date of Manufacture/ . 07/2025 Date of Expiry / . 06/2027

Hara npouss oncTBa |T'onen 10 =

Mfg. License No. /

|IpomseoacTBtHHAs : MNB/05/263 MA number: / Homep PY : JII1-Ne(001336)-(PT-RU)

!lJ_mueHms; Ne |
| Analysis performed according ND / Ananu3 npoesen no HA: JII-Nix(001336)-(PT - RU)-251022

Page 6 of 6/CTp. 6 u3 6
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».

3akr04enne o cooTBeTcTBHN: «HacTosSIUM § HOATBEP)X a0, YTO IPUBEACHHAS BbIle HHOOPMAIHS ABIAETCS
JIOCTOBEPHOHM M TOYHOH. ODTa cepua HMPOAYKIMH IIPOW3BeseHa (BKIOYas YHNAKOBKY (MAapKHPOBKY) M KOHTPOJb
KauecTBa) Ha BBINICYKAa3aHHOW IIPOM3BOACTBEHHOW IUomanKe (IUIOIAaAKax) B IOJHOM COOTBETCTBHH C
TpeboBaHusaMHU [IpaBui Haanexalied mMpPOU3BOACTBEHHOW MpakTHKU EBpasuiickoro 3KoHOMHUYECKOro corosa (No
GMP/EAEU/RU/00554-2022 or 02 centsabps 2022) u TpeOOBaHUSIMH KOHTPOJNS KayecTBA JIEKAPCTBEHHBIX
CPEJICTB, a TAKXKE B COOTBETCTBUHU CO CIECLM(PHKAIIUAME, COACPXKAIIUMHCS B PETHCTPAIIHOHHOM JIOCHE CTPAHbI-
uMnopTepa. 3alMcd N0 IPOM3BOACTBY, YNaKOBKE H aHANM3Y MPOBEPEHBI, U YCTAHOBJIECHO HX COOTBETCTBUE
TpedoBaHusaM IIpaBun Haanexame Mpou3BOACTBEHHOM MpaKTUKK EBpazuiickoro 3KOHOMUYECKOTO COkO3ay.

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

Ilpumeuanue: [Ipoayxt coorsercTByeT Tpebosanusam HJT 3akawdenne: OJOBPEHO

Prepared by/ 7 Checked by/ Approved by: Manager/Executive /

Iloarorosnedo: Pravesh Rana A ITpoBepeno: Pardeep Kumar Onobpeno: Menenxep / Pykopoaurens

¥ Amit Kumar oo \

Q]-/Z’ J -

Reprint Date / Reprint Date / Reprint Date / )

Hara: 07.08.2025 Hara: 07.08.2025 Hata: 07.08.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangang, india
Tek +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCOG4507
www.drreddys.com



