Dr.Reddy’s Q‘!*

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

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

Mpoaykr: Haiis® AkTieress (HUMECY ) Ielb AN HAPYKHOTO npuMeHeHHs, 1 %, 50 r

Market / Poisok

: Russia / Poccii

Dr. Reddy's Laboratories Ltd

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt Solan, H.P., 173 205, INDIA

R e o et T e Ta L A 0
Te LT 198106 L6001-082

wivw.drredilys.com

|Batch No./ == — Batch Quantity / _23373.000units /

Ceppyst e~ Pa3smep cepuii " 23373.000 eannun |
Analytical Repovrt No./ . 040003026072 Date of Analysis / . 07.08.2025

AHajguTnuyecknit order Ne JlaTa aHanu3a

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

Harta npou3BoACTBA T'ogen no B

Mfg. License No./

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

JHueHzua Ne B

|Analysis performed according ND / Ananu3 nposeaen no HJI: JII-Ne(001336)-(PL-RU)-251022

o/|

Test / Iloxka3zarenn

o 2

Result / Pe3yabraT

Page 1of 6/CTp. 113 6

Specification / Hopma

1. Description / Onacanune

Homogeneous, transparent, pale-
yellow gel with characteristic odor/
OpHOpoaHbIA  MpO3pauHblii  IeNb
611 AHO-XKENTOro uBeTa c
XapaKTepHbIM 3aTlaxoM

Homogeﬁeous, transparent, colorless to |
pale-yellow gel with characteristic odor/
OmHOpOAHBI MpO3pavHbli  renb  OT
HecLiBeTHOro 10 OJeIHO->KENTOro LBeTa
C XapaKTEPHbIM 3aMaXOM

2. Identification / MnenTndurkanus

|
| a) OPLC / BOXKX

T

Complies as
CooTBeTcTBYET TpEOOBAHNAM

prescribed /

The retention time of the main peak in
the chromatogram of test solution should
correspond to the retention time of the
maim peak in the chromatogram of
nimesulide reference standard solution
(section Assay) / Bpemsa ynep>kuBaHHs
OCHOBHOTO IMKa HAa XpoMaTorpamme

WCIIBITYEMOTO pacTBopa JIOTIHKHO
COOTBETCTBOBATh BpPEMEHH
YAEPKMBAHUS OCHOBHOrO TIMKA Ha
XpoMaTorpamme pacTBOpa
cTaHAapTHOro obpasua HUMeECyIHia
(paznen «KonmnuectBeHHOE
OTIPEEIICHUEY )

Remarks - The Product conforms to ND/
Mpumeuanue: [IpoaykT cooTBeTcTBYET Tpeboranusam HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IToarorosnedo: Ramakant T

>

Checked by/
Iposepeno: Pardeep Kumar

czf.—-:—

Approved by: Manager/Exgcutive /
Onobpeno: Menemxep / Byxeopntens
Abhishek Chauhan

Reprint Date /
Harta: 08.08.2025

Reprint Date /
Jlarta: 08.08.2025

Reprint Date /
Jara: 08.08.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com

T —



Dr.Reddy’s ":".

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJHM3A

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IMpoaykT: Han3® AKTE]“CJ‘IB (Hg@ynuu) renb U1 HAPYXKHOrO IPUMCHEHHS, 1 %, 20 r |

Market / PuiHok

: Russia / Poccus

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tl L AC T DO 1 Lyt
el i e 1oy 5\.}004‘. Oz,

www.drredys.com

Batch No./ e Batch Quantity / ~23373.000units /

Cepusi N 4 Pasmep cepun " 23373.000 enmpHu
Analytical Repourt No./ . 040003026072 Date of Analysis/ . 07.08.2025

AHAJIMTHYECKHiA OTHeT Ne JlaTa anann3a 4

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

Hata npou3BoaCcTBa |TopmeH no ==
Mfg. License No. /

IIpom3soacTBEHHAR : MNB/05/263 MA number: /Homep PY : JII-Ne(001336)-(PI'-RU)
JnLeH3na Ne -

|Analysis performed according ND / AHaau3 nposegen no | H_I[_: JITI-Ne(001336)-(PI'-RU)-251022 |

' No/

Test / Ilokazaren
Ne

Result / Pe3yabTaT

b) UV spectrophotometry / V-
crekTpodoTo METpHs

Complies “as prescribed /
CooTBEeTCTRYET TPeOOBAHUAM

Page 2 of 6/Crp. 2_113 6

Specification / Hopma

UV absorption spectrum of the test
solution should have absorption
maximum at 39745 nm / Y®-cnektp
MOrJIOWEHHsI UCTIBITYEMOro  pacTBOpa
JIO/DKEH HMETh MAKCHMYM MOTJIOUIEHHS
npu 39745 um

3. | Weight of package contents/ 51g/51r According to Rus. Ph. / B cooTBercTBUM

| Macca coaepsxumoro ¢ Tpebopauusmu 'O PD

i yHAKOBKH | ]
4. | pH 3.24 1 25t04.5/0125004,5

5. | Viscosity / Bsaskoctb

964 centipoise /
964 canrumnyas

400 to 1,200 centipoise /
Or 400 go 1200 canTumyas

a

Impurities / IIpamecn

Impurity C/
[Mpumecs C

ts

Not detected / He oOHapyeHa

Not more than 0.50 % /
He 601ee 0,50 %

ii. | Impurity D/
ITpumecs D

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

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

Remarks : The Product conforms to ND/

IIpumeuanue: [Iponykr cooTBeTcTBYeT Tpebopanusam HJJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IoaroTosnexo: Ramakant

&

rd

Checked by /
ITpoeepeno: Pardeep Kumar OnoOpeno. Menemxkep / P osom?knb

Approved by: Manager/Ex ecytive /

Abhishek Chauhan

i

Reprint Date /
Hara: 08.08.2025

Reprint Date /
JHara: 08.08.2025

Reprint Date /
Jlata: 08.08.2025

Registered Office: 8-2-337, Road No_ 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel. +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTU®UKAT AHAJIU3A

To ol +01 98166 56001-02

wiyw.drreddys.com

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

IHPO_)lyKT: Haliz® AkTtHBrens (HUMeCyma) refib Ul HapyXHOTo NpiMeHenus, 1 %, 50 r

: Russia / Poccun

Market / Pb1 Hok

Batch No./ pcSeie Batch Quantity/ _ 23373.000units /

Cepus Ne : Pa3smep cepun © 23373.000 eHUL

Analytical RepOft No./ . 040003026072 Date of Analysis / . 07.08.2025

AHAAUTHYECKHI O0TYeT No |laTa ananu3a - |
Date of Manufacture / . 07/2025 Date of Expiry/ . 06/2027

JlaTa Apou3BoacTBA T'onen no

Mfg. License No. /

IponspoacTBEHHAS : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT'-RU)

Junensusi N -

| Analysis performed according ND / Anaau3 npoened o HJI: JIIT-Ne(001336)-(PI" -RU)-251022

Page3 of 6/ Crp. 3m3 6

Cymma npumeced

2.00/ I Test / Iloka3zaTens Result/ Pe3yabTar Specification / Hopma
iii. | Any other impurity / 0.03% Not more than 0.50 % /

Jlio6as gpyras npumMech He 6onee 0,50 %
iv. | Total impurities/ 0.1% Not more than 1.50 % /

He 6onee 1,50 %

7. | Microbial purity* / MukpoOuoJioruyeckas yncrora*

|
i. |Total Aerobic Microbial Count/
O01ee yncio a3poOHBIX MHKPO-
OpraHu3MoB

NA

ii. |Total Combined Yeast and
mould count / Obmee uncno
JPOMOKEBBIX H MIIECHEBBIX
rpuboB

Pseudomonas aeruginosa

Staphylococcus aureus

Not more than 100 CFU/g /
He 6onee 100 KOE/r

NA

NA

NA

Not  more than 10 CFU/g

He 6onee 10 KOE/r

Should absent in 1 g /
OtcyreTBHe B 1 1

Should absent in 1 g /
OtcyrcTBre B 1 1

/

8. | Assay / KonnuecTBeHnHoOe onpeaenenne

Remarks - The Product conforms to ND/
ITpumeuanne: [Ipoaykr coorBeTcTRyeT TpeboBanusam HJJ

Conclusion: APPROVED/
Jakmouenune: OJJOBPEHO

Prepared by /
TToarorosneHo: Ramakant

g

Checked by/
[Ipoeepeno: Pardeep Kumar

of .

Approved by: Masger/ Exkcutiv e /
OnobpeHo: Menemref Pykoso) 1MTeNb
Abhishek Chauhan /

Reprint Date /
Jlata: 08.08.2025

Reprint Date /
JHara: 08.08.2025

Reprint Date /
Jata: 08.08.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, (ndia
Tel +91 40 4200 2900, Fax: +91 340 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLLC004507
www.drreddys.com



Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

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

Viill. Kho!, Nalagarh Road, Baddi,
Dist. Solan, HP, 173 205, INDIA

Tl Sl 9&lSE SE00LA2
CEPTHOUKAT AHAJIU3A v
= = www. drredadys.corn =
Product: Nise Actlvgel (nimesulide) gel for external use, 1 %, 50 g
HpoaykT: Harz® AKTHBreab (HHMECYIIHA) refb IS HApYKHOTO NpuMeHenus, 1 %, 50 r
Market / Poitok : Russia / Poccus
Batch No./ e |Batch Quantity / ~23373.000units / .
Cepusi Ne B e i Pa3smep cepuu " 23373.000 enuHnL
Analytical Repourt No./ . 040003026072 Date of Analysis / . 07.08.2025
AHaNTHYeCKHH oTyeT Ne Hara anaauza
Date of Manufacture / . 07/2025 Date of Expiry/ . 06/2027
JaTa npon3soicrea T'ogen po )
Mfg. License No. /
IIpouseoacTBeHHAS : MNB/05/263 MA number: / Homep PY : JITI-Ne(001336)-(PI'-RU)
Juuensus Ne —

Analysis perf ormed according ND / Ananus nposeaen no HJI:

JIM-Ne(001336)-(PT-RU)-251022

No/|

Ne Result /

Test / Ilokazarenn

Page 40of 6/Crp.4u3 6

PesynabTar Specification / Hopma

- 10.

Nimesulide /
Humecynun

10.04 mg/ 10.04 mr
(100.4 %)

9.0 mg to 11.0 mg of C13HN,OsS

claim) in 1 g of gel /
Or 9,0 MI" 10 11,0 Mr C]3H12N205$

(nimesulide) (90.0% to 110.0% of label

(Humecynun) (ot 90,0 % no 110,0 % or
HOMHHANBHOIO CoAepkanus) B 1 r rens

Dimethyl sulfoxide /
Mumernncyandorcuy

102.7 %

90% to 110% of C;HeOS (dimethyl
sulfoxide) of label claim /

Ot 90 % no 110 % CaHsOS
| (mumMeTHICYTBGOKCHA) OT
HOMUHAJIBHOIO COJIepIKaHUA

Package / YnaxoBka

JTAMHHUPOBaHHO

o aJIOMHHHMS,

50 g in a laminated aluminum tube equipped with tamper-evident membrane.
Each tube and a patient information leaflet in a carton. / [To 50 r B TyOy u3 |
cHabKeHHYI0 MeMOpaHol i KOHTpOs |
nepeoro BckpelTH. Kakayio TyOy BMecTe ¢ HHCTPYKLHMEH N0 MEIHULIMHCKOMY
MPHUMEHEHHIO TOMELIAIOT B Ma4Ky KapTOHHYIO.

*The parameter may not be included in the manufacturer's Certificate of Analysis. The

manufacturer guarantees the quality of the pro

duct for these parameters.

*Tloxazareab MOXKET OTCYTCTBOBATL B cepTHQmKaTe AHAJIM3Aa NPOH3BOJUTEJISA. HpOﬂ3BOIIHTeJ'lb
FapanTHPYeT Ka4eCTBO mpenapara no 3THM NoKasaTeJ IfAM.

Remarks : The Product conforms to ND/
Ipmeuanue: [ponykt coorBeTcTBYeT Tp6OBaHuaM HJI

Conclusion : APPROVED /
3akarouenne: OJJOBPEHO

Prepared by / Checked by /

IToarorosneno: Ramakant i

L},

IIpoBepeno: Pardeep Kumar

o

Approved by: Manager/Exgeutive/
Onobpeno: Menemkep/ Pykosoagrens
Abhishek Chauhan ?”T

Reprint Date /
Hata: 08.08.2025

Reprint Date /
Hata: 08.08.2025

Reprint Date /
Hara: 08.08.2025

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: L85195AP1984FLC0O04507

WWww

.drreddys.com




‘.I Dr. Reddy's Laboratories Ltd.
’ P Formulation Unit-6
Dr.Reddy s '. Vill. hol, N:stagarh Road, Baddi,

CEPTHOUMKAT AHAJIN3A ¢

- NN o ELODS
1] . 721 2ZC1iUl JouvudL v

- = - = wrvw.drreddys. .
Product : Nise Activgel (nimesulide) gel for external use, 1%, 50 g
MpoaykT: Hais® AkTurens (HUMeCy i) reib A HapyX)HOro npumenenns, 1 %, 50 r ] I
Market / Pui Hok : Russia / Poccus
Batch No./ R E— Batch Quantity/ 23373.000units /
Cepus Ne _ _ |Pasmepcepum " 23373.000 enunuu
Analytical Repourt No./ . 040003026072 Date of Analysis / . 07.08.2025
AHajquTndeckui oryer Ne Jata ananmsza
Date of Manufacture/ . 07/2025 =Date of Expiry/ . 06/2027
Jara npoussogcTsa T'onen no =
Mfg. License No./
ITpousBoacTBCHHAR : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'™-RU)
auuensun Ne — : =
{Analysis performed according ND / Avaqn3 nposeaed no HJI: JITT-Ne(001336)-(PI'-RUJ)-251022 =

Page Sof 6/ Ctp. Suz 6

API name (INN) / Haumenosauue ADC Nimesulide | Bhviseynog

(MHR): P
API manufacturer batch number / NMS/125030251
Homep cepun npoussoaurens ADC:
FP Manufacturer API Batch number/ . o ==
Homep cepuu cyGcTaHuuu FESA00226

| npouspoanTtens I'JId:

| API Manufactured by & country / Aarti Drugs Ltd., India/

| IpoussoguTenr APC, crpana: Aaptu JIparc JIta., Unans
Name, address, authorization No for =
FP manufacturing site / Control site / Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Release site / Distt. Solan (HP) 173205, India (License No MNB/05/263) /
HaumenoBaHHe, agpec n HoMep J-p Pennu’c Jlabopatopuc Jlta., Unaus,
JHUEH3HH IJIOMAJKH, IlponsBoactTReHHOe nojapasneneHre-6, Bunnamk Kxons,
ocyliec TBJsION e Hanarapx Poyn, bagau, Conan Jquctpukt, X.I1. 173205,
NMPOM3BOICTBO/KOHTPO.Ib Unnus (Jlvenzus Ne MNB/05/263)
kavecrBa/Boinyck IJI® / 5

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 Eurasian Economic Union (No.
GMP/EAEU/RU/00554-2022 dt. 02 September 2022) and requirements to the medicinal quality and with the

Remavks : The Product conforms to ND/ Conclusion : APPROVED/
ITpumeuanne: ITpogykT cooTBeTCTBYET TpeboBanusam HJI 3aknrwuenne: OJOBPEHO
Prepared by / Checked by/ Approved by: Manager, /Eecutive /
ITonrororneHo: Ramakant \}\\ ITposepeno: Pardeep Kumar OnobpeHo: MeHemkep / PykosopnTenb
e Qﬁ_ - Abhishek Chauhan O /1
Reprint Date / Reprint Date / Reprint Date /
|| data: 08.08.2025 Hara: 08.08.2025 Jara: 08.08.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L851954P1984FPLC004507
www.drreddys.com



q.o Dr. Reddy's Laboratories Ltd
! @ Formulation Unit-6
Dr'Reddy S '. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tol - +91 Q216F 56001-02

www.drreadys.corn

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIA3A

Product : Nis¢ Ac'ti_vgel (nimesulide) gel for external use, 1%, 50 g
{Ipoayk 1: H2ii3® AKTHBreNb (HUMECY.IH)) renb Ul HAPYAHOro npuMereHiis, 1%, 50 r

|Market/ Phiriok : Russia / Poccus

Batch No./ T ~ [Batch Quantity/ ~ 23373.000units / - )
CepuaNe Taer |Pasmep cepuu - " 23373.000 enpnnn

Analytical Repovrt No./ . 040003026072 Date of Analysis/ . 07.08.2025

AHaJUTHYeBHid 0TUeT No ~ |/JlaTa aHa/m3a

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

JlaTa npou3BoACTBA s ) ~ |Toxen 10 )
Mfg. License No. /

IIpousBoacTBEHHAS : MNB/05/263 MA number: /Homep PY : JIII-Ne(001336)-(PT-RU)

|muensua Ne - i -
| Analysis performed according ND / Anaans nposexex no HJ1: JIIT-Ne(001336)-(PI'-RU)-251022

Page 6 of 6/ C1p. 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».

3akJno4enne o cooTBeTcTBHM: «HacTosAmuM 4 DOATBEP)KAAIO, YTO IIpUBECHHAs BbIIE HHPOpMAIUs SBISAECTCS
JOCTOBEPHOHM M TOYHOH. DTa cepuUs MPOAYKIMU IPOU3BEAeHa (BKIIOYAs YIMAaKOBKY (MapKHpPOBKY) M KOHTpOIb
Ka4ecTBa) Ha BBINIEyKa3aHHOH IPOHM3BOJCTBEHHON IUIomanKe (IUIOMAnKkax) B IIOJNHOM COOTBETCTBHH C
TpeboBanusMHu [IpaBun Hamnexamel NpoM3BOACTBEHHOHN NMPaKTUKH EBpasuiickoro 3KOHOMHYecKoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenrs0Ops 2022) u TpeOOBaHUSAMHM KOHTPOJS KadyecTBa JICKAPCTBEHHBIX
CPEACTB, 4 TAKKE B COOTBETCTBHU CO CIICHU(UKAIUSIMHU, COASPNALIMMHUCS B PETUCTPAIMOHHOM JIOCHE CTpPaHBI-
UMIOpTepa. 3alUCH IO NPOU3BOACTBY, YIAKOBKE M AHAIHM3y IMPOBEPEHBI, ¥ YCTAHOBIEHO HX COOTBETCTBHUE
TpeboBaHusM [IpaBHil Haanexareit MpoU3BOACTBEHHOM IPAKTUKU EBpasuiickoro S5KOHOMHYECKOTO COI03a.

Remarks - The Product conforms to ND/ Conclusion : APPROVED /
IIpumeyanne: IIpoaykT coorseTcTRYeT Tpeboranusm HJQ 3akmaouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/ E:xecutive /

IToarorosneHo: Ramakw [Tposepeno: Pardeep Kumar Onobpeno: Menemkep / Pykos oguTenb.
< Abhishek Chauhan /1

Reprint Date / Reprint Date / Reprint Date /
Jarta: 08.08.2025 Jara: 08.08.2025 Jara: 08.08.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L851954P1984 PLCOO4507
www.drreddys.com



