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Dr.Reddy’s ‘_‘o’

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAMHU3A

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

vill. Khol, Naiagarh Road, Baddi,
Disi-l. Solan, H P, 173 205, INDIA
Tel: +41 95166 5000L-02Z
www.diTeddys.com

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

Market/ PoiHoK : Russia / Poccus

Batch No./ . _vz e Batch Quantity / "~ 23365.000units /

Ceprn Ne ) Paivep cephun * 23365.000 eauHuL

‘Analytlcal Repovrt No./ . 040003025327 Date of Analysis / . 07.08.2025

AHananTnuecknii oryet Ne |laTa ananm3a I
Date of Manufacture/ . 07/2025 Date of Expiry / . 06/2027

JlaTa npousBoacTRa TopeH no v=

Mfg. License No. /

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

Jaunen3ns Ne -

Analysis performed according ND / Anasus nposcaen no H: JIH-.N‘g(_[]_ﬂlBJﬁ)-(E_’['-_R_I_J_)-ZSIOZZ__

Page 1 0of 6/ Ctp. 113 6

|
;)0/ Test / llokazaTean Result / PesyabsTaT Specification / Hopma
1. Description / Onncanne Homogeneous, transparent, pale- | Homogeneous, transparent, colorless to

yellow gel with characteristic odor/
OnHopoaHbl  mpo3pauHblil  renb
OJ1e IHO-)KeNTOoro LBeTa v
XapaKTepHLIM 3aIlaxoM

pale-yellow gel with characteristic odor/
OpnHoponHBIH mpO3pawelii  reab  oOT
0eCLBETHOrO 10 ONENHO-KENTOro 1peTa
C XapaKTEpHbIM 3ar1axoM

2 Identification / Unearudpnkanns

a) HPLC/ BOXKX |
|
|

Complies as prescribed /
CoOTBeTCTRYET TPeOORAHIIAM

The retention time of the main peak in
tho chromutop i of test eolution should
correspond to the retention time of the |
main peak in the chromatogram of
nimesulide reference standard solution
(section Assay) / Bpemsa yneprkupaHus
OCHOBHOI'O0 MHKa Ha XpOMATOrpamMe

HCIIBITYEMOr0 pacTBopa TIOTDKHO
COOTBETCTBOBATH BpeMeHH
YACPXKUBAHUS ~OCHOBHOTO TNHWKa Ha
XpomaTorpamme pacTeopa
CTaHJapTHOro oOpasiia HuMecyJuia
(pazoen «KonuecTseHHOE
orpeieNIeHUE» )

Remarks : The Product conforms to ND/

IIpnmeuanne: IIponykr coorBeTcTBYET TpeboBanusm HJT

Conclusion : APPROVED/
3akmwoyenne: OJOBPEHO

Prepared by /
IMonrorosneno: Pravesh Rana

{

Checked by/
[Mpoeepeno: Pardeep Kumar

< —

Approved by: Manager/Executive /
Onobpeno: Menemep / leKOBOL[PITeJ'[b
Amit Kumar

Reprint Date /
Hara: 07.08.2025

Reprint Date /
Jara: 07.08.2025

Reprint Date /
Hata: 07.08.2025

e

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderzabad - 500034, Telangana, India
Tek +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com

CIN: L85195AF1984PLLCO04507
www.drreddys.com



Dr.Reddy’s €%

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

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

Vill. Khol, ivalagarh Road, Baddi,
Distt Solan, H.P., 173 205, INDIA
le] :+91 9&i66 50001-02
www.drrea'dys.com

Product: Nise Activgel_(nimesulide) gafor external use, 1 %, 50 g
Tponykr: Hali3® Aktveresib (HUIMeCYJia) renb LI HAPYXKHOrO npumeneHus, 1 %, 50 r

Market / PpiHoK

: Russia / Poccus

Batch No./ . V250604 Batch Quantity/ . 23365.000units /
Cepusi Ne ' Pa3smep cepumn * 23365.000 enuumu
Analytical ort No. i
iAna ytical Rep ft No./ . 040003025327 Date of Analysis/ . 07.08.2025
HAJIHTHYECKHii O0TUeT No Jara anannsa )
\Date of Manufacture/ . 07/2025 Date of Expiry/ . 06/2027
|/laTa nponsBoacTBa - Togen no
|Mfg. License No./
IlpousBoacTBeHHasn : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI"-RU)
JIHuensus Ne

Analysis pérformed according ND / Ananus nposenen no HJI: JIH-N9(001336)_-(_PF -RU)-251022

Page 2 of 6/CTp. 213 6

"No/

N Test / IToxazarean
!

| cnekTpodoTo MeTpus

b) UV spectrophotometry / V-

Result / PezynbTat

Complies as prescribed
CooTBeTcTBYeT TpeOoBaHUAM

Specification / Hopma

/| UV absorption spectrum of the test
solution  should have absorption
maximum at 39745 nm / Vd-cnektp
NOTJIOIEHHSI HUCHBITYeMOro pacTBopa
JOJKEH MMETh MakCHMYM MOTJIOLLIEHHS
npu 39745 um

i | Impurity C/
ITpumecs C

3. Weight of package contents / Sl ey Bilin According to Rus. Ph. / B coorBeTcTBUH -
Macca cogepxumoro ¢ TpeboaHuamu ['O PO
YH: 1KOBKH
4. | pH 3.21 2.5t04.5/012,5 no 4,5
s, Viscosity / Bazkoern 925 centipoise / 400 to 1,200 centipoise /
| 925 canrtunyas Ot 400 no 1200 canTunyas
6. | Impurities / Ilpumecn

Not detected / He oObHapyxeHa

Not more than 0.50%/
He 6o:ee 0,50 %

1. | ImpurityD /

ITpumecs D

Below LOD (LOD =0.02 %) /

=0.02%)

Huxe npenena o6napyxenua (110

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

Remarks : The Product conforms to ND/
IIpumeuanne: IponykT cooTBeTcTBYET TpeGoBaHusM HJI

Conclusion : APPROVED /
3akarouenne: OJJOBPEHO

Prepared by /
[Toarorossieno: Pravesh Rana

Checked by /
Ilposepeno: Pardeep Kumar

<l

Approved by: Manager/Executive /
Onobpeno: MeHemxep / Pykosonutens

Amit Kumar /K/.L

Reprint Date /
Jara: 07.08.2025

Reprint Date /
Jata: 07.08.2025

Reprint Date /
JaTta: 07.08.2025

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

Qe
! - Formulation Unit-6
Dr.Reddy s ".. Vill. Khol, Nalagarh R .oad, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS /- 491 53166 5600i-02
CEPTUOUKAT AHAJIA3A wiwww.drrea’'dys.com

"Product : Nise Activgel (nimesulide) gel for external use, 1%, 50 g
Npoayrkm: Hal'3® Ak tHBress (HiMeCy i) Tenb U1 HAPYKHOTO npuMeHerus, 1 %, 50 r — e
Market / PuiHok : Russia / Poccus
Batch No./ e Batch Quantity/ _23365.000units / gl
Cepus Ne £ Pa3zmep cepum * 23365.000 enunnn
Analytical Report No. i
| —" NoJJ © 040003025327 Date of Analysis/ . 07.08.2025

HaJINTH4YECK Uil 0TuYeT Ne Harta avanusa

= -

Date of Manufacture/ . 07/2025 Date of Expiry/ . 06/2027
HAara upoit3BoacTea Togen no B
Mfg. License No. /
IIpousBoacTBeHHAR : MNB/05/263 ]MA number: /Homep PY : JIII-Ne(001336)-(PI-RU)
JMuensna No

{Analysis performed according ND / Ananns NpoBeJeH 10 H,Zi: JITT-Ne(001336)-(PI'-RU)-251022

Page3 of 6/ Ctp.3m3 6

' No/ ‘Boati
| No Test / ITokazaTenn Result / Pesyabrar Specification / Hopma
iii. | Any other impurity/ 0.03% | Not more than 0.50%/ T
Jliobas npyras npumech He 6onee 0,50 %
iv. | Total impurities/ 01% | Not more than 1.50%/
CyMmma npumecei | He 6onee 1,50 % |

| |
1 . . .
7. | Microbial purity* / MukpoGuosioruueckas uHcToTa*

| i. |Total Aerobic Microbial Count/ | NA | Not more than 100 CFU/g /
O61mee 9ucIo a3poOHBIX MUKPO- He 6onee 100 KOE/r
OpraH13MoB
ii. | Total Combined Yeast and NA Not more  than lo CFU/g /
mould count / O6miee uuco He 6onee 10 KOE/r
JPOMXOKEBBIX U MJIECHEBbIX
rpuboB
iil. | Pseudomonas aeruginosa NA Should absent in 1 g/
OtcytrctRue B 1 v
iv. | Staphylococcus aureus NA Should absent in 1 g/
Orcyrcrere B 1 1

8. | Assay / KonnuecTBeHHOE onpeeienne

Remarks : The Product conforms to ND/ Conclusion : APPROVED/
I pwieuanite: [poaysr coorBeTcTByeT Tpeboranuam HJJ S3akauenne: OJJIOBPEHO
Prepared by / Checked by/ Approved by: Manager/Executive/
Tonroroeneno: Pravesh Rana A I[Iporepeno: Pardeep Kumar Onobpeno: Menemxep / Pykosogutens
QL—/( Amit Kumar A
A
Reprint Date / Reprint Date / Reprint Date /
Hata: 07.08.2025 Jara: 07.08.2025 Hara: 07.08.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: 491 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L851954A P1934PLCO04507
www.drreddys.com



‘.' Dr. Reddy's Laboratories Ltd.
! ° Formulation Unit-6 '
Dr.Reddy S .. Vill. Khol, Nalagarh Road, Baddi,
Distl. Solan, H.P.. 173 205, INDIA
CERTIFICATE OF ANALYSIS Toi - +01 9EL56 56001-02
CEPTUDOUKAT AHAJIN3A www.drreddys.corm

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g ===
IpoaykT: Haii3® AKTHBrefs (HUMecyua) refb Ui HapyXHOro npumeHeHus, 1%, 50 r

I - 2
|{Market / Prok : Russia / Poccua

Batch No./ gEcS o Batch Quantity / ~23365.000units / i
Cepus Ne ) Pasmep cepun * 23365.000 eannnL

Analytical Repourt No. / . 040003025327 Date of Analysis / . 7682625

AHannTHyeCKnii oTyYer Ne JlaTta ananusa

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

Jlata npousBoacTBa T'ogen g0

Mifg. License No./

|IIpousBoacTEREHHAA : MNB/05/263 MA number: / Homep PY : JIII-No(001336)-(PI'-RU)

|nnuensun Ne |
{ Analysis performed according ND / Anaaus nposegen no HJ: JITT-Ne(001336)-(PT'-RU)-251022

Page 4 of 6/CTp. 4m 6

i.oo/ Test / Ilokazareb Result/ Pesyabrar Specification / Hopma |
Nimesulide / 10.08 mg/ 10.08 mr 9.0mg to 11.0 mg of C;3HN20sS
Humecy g (100.8 %) (nimesulide) (90.0% to 110.0% of label

claim) in 1 g of gel /
| 5 Or 9,0 mr 10 11,0 mr CisHpN,OsS
I | (numecymun) (ot 90,0% mo 110,0 % ot
| [ HOMMHAJIBHOTr'O cofiepxanus) B 1 r rens
! ! — =
| 9. |Dimethyl sulfoxide / 102.4 % 90% to 110% of C,HeOS (dimethyl
Jumeruncyabdorcu | sulfoxide) of label claim /
| | Or 90 % n0 110 % C2HsOS
(numeTtHicynbGOKCHA) OT
HOMMHAJIBHOTO COZep KaHUs
10. |Package / YnakoBka 50 gi_ n a laminated aluminum tube equipped with tamper-evident membrane.
Each tube and a patient information leaflet in a carton. / Ilo 50 r B YOy u3
JAMMHUPOBAHHOrO AlIIOMHHHUSA, CHaO)KEeHHYIO MeMOpaHOH i KOHTPOJsA
nepeoro BckpbiTui. Kaxknyto TyOy BMecTe ¢ MHCTpYKLHEH MO MEAULIMHCKOMY
NPUMEHEHHIO NMOMELIAIOT B NAaYKy 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.
*[loka3aTe b MOXKeT OTCYTCTBOBATH B cepTH(UKaTe aHaIH3a npouspoauTens. [Iponssoaurenn
rapaHTHpPyeT Ka4ecTBO mpenapara IO 3THM NoKa3aTe/siM.

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

IIpumeuanue: [IpogyxT coorBeTcTBYEeT TpeGoBanusam HJI 3akmouenue: OJJOBPEHO

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

Ioaroroeneno: Pravesh Rana > IMporepeHo: Pardeep Kumar Ono6peno: Menemkep / Pygosoaurens

s e ./\ -«
Reprint Date / Reprint Date / Reprint Date / y
Hata: 07.08.2025 Hara: 07.08.2025 Hara: 07.08.2025

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: 1L85195A4P1984PLC004507
www.drreddys.com



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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
Tet+91 9=1bb SoUUL-UZ
wryw.drrea’dys.com

Dr.Reddy’s Q:.’.

"Product: Nise Activgel (nin?:stili_dej ge_l for external use, 1 %, 50 g
TpoaykT: Haiis® AkTuBrens (HUMeCY M) redb A1 HAPYKHOTO npumMenenns, 1 %, 50 r

CERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHAJIU3A

Market / PbiHok : Russia / Poccus :
Batch No./ - Batch Quantity/ _ 23365.000units / 1
Cepusa Ne i Pasmep cepun " 23365.000 enunun

Analytical RepOft No./ . 040003025327 Date of Analysis/ . 07.08.2025

AHAJIMTHYECKHIT 0THeT No Jara aHanmsa - -

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

Jara npoussoacTpa TI'ogen oo -

Mifg. License No. /

IpouseoacTBeHHAs : MINB/05/263 |MA number: / Homep PY : JII1-Ne(001336)-(PI'-RU)

|y ensust No .

|Analysis performed according ND / Anasm3 nposeaen no HJI: JITI-Ne(001336)-(PT -RU)-251022
Page Sof 6/CTp. Su3 6

API name (INN) / Haumenosaunne ADC
(MHH):
API manufacturer batch number/

Nimesulide / Humecynun

Homep cepun nponssoauteas APC: DO =
FP Manufacturer API Batch number/
Homep cepun cybeTannun FESA00227

npou3zsoguresna I'JID:

API Manufactured by & country /
Hpoussoaurens ADPC, crpana:
Namo, addrose, authorization No for
| FP manufacturing site / Control site /
| Release site /

Aarti Drugs Ltd., India /
Aaprv Hparc JItn., Unpus

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddji,
Distt. Solan (MP) 173205, India (License No MNB/05/263) /

HanmenoBanue, agpec # HomMep
JIMIEeH3HH IJIOWAAKH,
ocyliecTBIASIOME! i

H-p Pepnwu’c Jlabopatopuc JIta., Muaus,
IlpousBoacTBeHHOE noapasaeneHue-6, Buitamk Kxons,
Hanarapx Poyn, bapnun, Conan Quctpukr, X.IL 173205,

MPOM3BO/CTBO/KOHTPOJIb |
KavyecTBa/Bhimyck I'JID® / |

Wnans (JIuuenzus Ne MNB/05/263)

Declaration of certification: «I hereby certif'y that the above inforination 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

Remarks : The Product conforms to ND/
Ilpumeuanne: IIpogykt cootBeTcTBYeT TpeboBaHusM HJI

Conclusion : APPROVED /
3axnwuenne: OJOBPEHO

Prepared by / Checked by /
ITonroroeneno: Pravesh Rana IMpoeepeHo: Pardeep Kumar

=8

[

Approved by: Manager/Executive /

Ono6peHo: Menemep / PygoBoaurens

AmitKumar A -
f

—

Reprint Date /
Hara: 07.08.2025

Reprint Date /
Hata: 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 4200 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr. Reddy's Laboratories Ltd

Do
L/ 1 Formulation Unit-6
Dr-ReddY S ‘.0 Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
CERTIFICATE OF ANALYSIS  jei: 451921566 S5600i-02
CEPTUDPUKAT AHAJIM3A wiyw.drreddys.corm

Product: Nise Activgel (nimesulide) gel for external use, 1%, 50 g =~ o
Npoaykr: Hail3® Aktusress (HUMeCyna) refb Ul HApYXHOro npumeneHus, 1 %, 50 r —= -
Market / PoiHok : Russia / Poccusa
Batch No./ TR, o [Batch Quantity / _ 23365.000units / —
Cepus Ne g |Pasmep cepmn * 23365.000 exuHuL
. I' .
Analytical Repovrt No./ . 040003025327 Date of Analysis / . 07.08.2025
AHaJUTHYeCKHU oTHeT Ne JaTta ananusa -
Date of Manufacture/ . 07/2025 Date of Expiry/ . 06/2027

Jlata npoussoncTsa
Mfg. Liccnse No./

IIpou3BoacTBEHHAs : MNB/05/263 MA number: /Homep PY : JIII-Ne(001336)-(PI'-RU)
|mueH3ns No S
|Analysis performed according ND / Ananus nposeaed no HJI: JHI1-Ne(001336)-(PI'-RU)-251022

Page 6 of 6/CTp. 613 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».

TI'open no

S IS SE— —

3akoueHne 0 co0TBeTCTBHH: «HacTosmumM 4 oATBEepXkK a0, YTO IIPHBEICHHAs BBIIIe HMHQOPMALus SBISIETCS
IOCTOBEPHOH M TOYHOH. DTa cephs MPOMYKLUMH NPOU3BeleHa (BKIIOYAs yNaKOBKY (MapKHpOBKY) M KOHTPOINb
KadecTBa) Ha BBINIEYKa3aHHOM NPOM3BOJACTBEHHON IUIOM@AKe (IUIOIAAKax) B TIOJHOM COOTBETCTBHUH C
TpeboBaHusiMu [IpaBun Hagnexamed Ipou3BOJACTBEHHOHN IpakTHku EBpasuiickoro sKkoHOMHYeckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsiops 2022) u TpeGOBaHMSAMH KOHTpPOJISI KadecTBa JIEKapPCTBEHHBIX
CPEICTB, a TaKXkKe€ B COOTBETCTBHHU CO CHEIMHUKAIHSIMH, COACPKALIUMHUCS B PETHCTPALIHOHHOM 0ChE CTpPaHbI-
UMITOpTEPA. 3alliCH MO MPOH3BOJCTBY, YIAKOBKE M AHANM3Y MPOBEPEHBI, B YCTAHOBICHO MX COOTBETCTBHE
TpeboBanusM [IpaBun Hamexaiei Mpou3BOACTBEHHOH NPaKTHKH EBpa3suiickoro 3KOHOMHYECKOIO COKO3aM.

Remariks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Ipogykt cootBeTcTRYET TpeboBaHusM H]| 3akarouenne: OJJOBPEHO
Prepared by / " Checked by / Approved by: Manager/Executive /
IMoaroroeneno: Pravesh Rana -/é IlpoBepeno: Pardeep Kumar Onobpeno: Menemxkep / P{KOBOL{I/ITCHL
? . Amit Kumar -
Qi/c/ /\ e
Reprint Date / Reprint Date / Reprint Date / '
l Jara: 07.08.2025 Jara: 07.08.2025 JaTa: 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: L85195AP1984PLC004507
www.drreddys.com



