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CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

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

Vill. Khoi, Nalagarh Road, Baddi,
Distt. Solan, iH.P., 173 205, INDIA

Tel - 01 98185 K200 N0
LR} [P e s o
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Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ilponykr: Haiis® AxTuBrens (HUIMECY1A) resib Al HApYXKHOTO MPUMEHEHHH, 1%,100r

Market / Ppinok

: Russia / Poccus

Batch No. / . V250216 Batch Quantity / . 11882.00 units /

Cepus No ) Pa3zmep cepun " 11882.00epuHn1
Analytical Repourt No. / . 040002873739 Date of Analysis / . 30.03.2025
ABanurudeckmii oTyet Ne JlaTa anajusa

Date of Manufacture / . 03/2025 Date of Expiry/ . 02/2027

| laTa npou3BoacTBa T'onen ao

Mfg. License No. /

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

Analysis performed according ND / Ananns nposeaeH mo H/I: JIIT-Ne(001336)-(PI'-RU)-251022

Page 1l of 5/Crp. 143§

i? A Test / lloka3zarensn Result / PezynpTat Specification / Hopma
1. Description / Onucanue Homogeneous, transparent, pale- | Homogeneous, transparent, colorless to

yellow gel with characteristic odor /
OnHOpOoAHBI Mpo3payHbBI  Trellb
OJIeIHO-KENTOro uBeTa (&
XapaKTepHbBIM 3aMlaXxoM

pale-yellow gel with characteristic odor /
OpHOpONHBIA IpO3pauHbli  refab  OT
6€eCLBETHOrO A0 OJIeIHO-KENTOr0 LBeTAa
C XapaKTEepHBIM 3araxoM

2. Identification / UnenTndukan

Hst

a) HPLC / BDXKX

Complies as prescribed /
CootBeTcTBYET TpeOOBaHUAM

The retention time of the main peak in
the chromatogram of test solution should
correspond to the retention time of the
main peak in the chromatogram of
nimesulide reference standard solution
(section Assay) / Bpems ynep>xuBaHus
OCHOBHOTO MNHKa Ha XpoOMaTorpamme

HCIBITYEMOIO pacTBOpa JIOMKHO
COOTBETCTBOBATh BpeMeHH
YAEPKUBAHUSA OCHOBHOrO TMHKa Ha
XpoMaTorpaMmme pacTBopa
CTaHJApTHOTO o0pa3lua HUMeCyIHja
(paznmen «KonuuecTBeHHOE
OTIpe/IeICHHE)

Remarks : The Product conforms to ND/

IIpnmeuanne: [Iponykr coorBercTByeT Tpeborannsam HJ

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO

Prepared by /
[Toarorosneno: Santosh Kumar
Maurya u@f

i

Checked by /
IIpoeepeno: Pardeep Kumar

r -

[

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosoautesb
Amit Kumar A =

!

Reprint Date /
Hata: 30.03.2025

Reprint Date /
Hara: 30.03.2025

Reprint Date /
Hara: 30.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 560024, Telangana, India
Tel: +91 40 4800 2300, Fax: +31 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS Distt. Solan, .7, 173 205, INDIA
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CEPTUDHUKAT AHAJIM3A (e 91 36106 56001 02

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
IMpoaykr: Haiis® AkTHBresb (HuMecyi1) refb Ui Hapy#HOro ApuMenenmsa, 1 %, 100 r

Market / Peiok : Russia / Poccus

Batch No. / . V250216 Batch Quantity / . 11882.00 units /

Cepus Ne ) Pa3zmep cepun * 11882.00enuHu1
Analytical Repourt No./ . 040002873739 Date of Analysis / . 30.03.2025
AHaauTtnueckuii otuer Ne JaTta anaausa

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

JlaTa npon3eoacTea TIopen no

Mfg. License No. /

IIpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JuueH3us Ne

Analysis performed according ND / Anann3 nposeaen mo H/: JITI-Ne(001336)-(PI'-RU)-251022

Page2 of 5/Crtp. 2135

b) UV spectrophotometry / Complies as prescribed /| UV absorption spectrum of the test

V®-criekTpodoTo METpHs CooTBeTCTBYET TpEGOBAHUAM solution ~should have absorption
maximum at 397+5nm / Y®-cnekTp
NOrJIOIEHHS HCMBITYEMOro  pacTeopa
JIOJDKEH HMETh MaKCHMYM MOIJIOMEHHs
nipu 397+5 Hm

3. | Weight of package contents / 101 g/101r According to Rus. Ph. / B cooTeeTcTBHU
Macca coaep:kaMOro ¢ Tpeboanusmu I'® PO
YHAKOBKM

4. | pH 3.26 2.5t04.5/012,5 04,5

| 5. | Viscosity / Bsskocts 951.5 centipoise / 400 to 1,200 centipoise /
951.5 canrumnyas Ot 400 no 1200 carTunyas
6. | Impurities / IIpumecn
i. | Impurity C/ Not detected / He oOHapyxeHa Not more than 0.50 % /
[lpumecn U He Sonee 0,30 %o

ii. | Impurity D/ Below LOD (LOD = 0.02 %) / Not more than 0.50 % /
[Mpumecs D Huxe npenena obHapyxenus (IIO | He 6onee 0,50 %

=0.02 %

iii. | Any other impurity / ©) Not more than 0.50 % /
Jlrobas apyras npumech 0.04 % He 6onee 0,50 %

iv. | Total impurities / Not more than 1.50 % /

Cymma npumeceit 0.13 % He 6onee 1,50 %

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpumeuanue: [Iponykr coorBeTcTBYET TpeboBanusm HJL 3akmwuenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosneno: Santosh Kumar, [porepeHo: Pardeep Kumar Onobpeno: Menemxep / Pykorogurens
Maurya (b@ f Amit Kumar i

) A N
Reprint Date / Reprint Date / Reprint Date / '
Hara: 30.03.2025 Hara: 30.03.2025 Hara: 30.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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Product : Nise Activgel (nimesulide) gel for external

use, 1 %, 100 g

IIpoaykr: Haii3® AKTHBrenb (HUMECYIH) reNb Al HapyKHOro MpuMeHeHus, 1 %, 100 r

Market / PbiHOK : Russia / Poccus

Batch No. / . V250216 Batch Quantity / . 11882.00 units /

Cepus Ne ) Pasmep cepun " 11882.00eaunun
Analytical Repo:‘t No./ . 040002873739 Date of Analysis / . 30.03.2025
AHanuTHYecKHii oTyeT No JlaTa anaiusa

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

JlaTta npou3BoAcTBa I'ogen ao

Mfg. License No. /

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

annedsus Ne

Analysis performed according ND / Anann3 nposenes no HJL: JIIT-Ne(001336)-(PT'-RU)-251022

Page3 of 5/Ctp.3m35

7. | Microbial purity* / MukpoOnojorndeckas 9ucrora*
1. | Total Aerobic Microbial Count NA Not more than 100 CFU/g /
/ Obee yrcno aspobHBIX He 6onee 100 KOE/r
MHKPOOPraHu3MOB
11. | Total Combined Yeast and NA Not more than 10 CFU/g /
mould count / O6uiee uncno He 6onee 10 KOE/r
JIPOMOKEBBIX W MIIECHEBBIX
rpuboB
iii. | Pseudomonas aeruginosa NA Should absentin 1 g/
OrcyrctBUE B L T
iv. | Staphylococcus aureus NA Should absentin 1 g/
OtcyrcrBue B 1
8. | Assay/KoanuecTBeHHOe OnpefeIcHHe
Nimesulide / 9.87 mg/9.87 mMr 9.0 mg to 11.0 mg of C13H1xN2O5S
Huwmecynun (98.7 %) (nimesulide) (90.0% to 110.0% of label
claim) in 1 g of gel /
Ot 9,0 MI" O 11,0 mr Ci3H2N2OsS
(numecynun) (ot 90,0 % no 110,0 % ot
HOMHHAJILHOTO cofiepkanus) B 1 r rens

Remarks : The Product conforms to ND/

IIpumeuanne: [Iponykr cooTBeTcTBYET TpeboBanusm HJ|

Conclusion : APPROVED /
3axmwouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarotosneno: Santosh Kumar Ipoeepeno: Pardeep Kumar OnobpeHo: Menemxep / PykoBonurens
Maurya % ‘r'l:I Amit Kumar L

“ i N =
Reprint Date / Reprint Date / Reprint Date / v
Hara: 30.03.2025 Hata: 30.03.2025 Jata: 30.03.2025

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

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS Distt. Solan, H.P.,, 173 205, INDIA
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CEPTUO®UKAT AHAJIN3A e &

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
IMpoaykr: Hait3® AkTHBrenb (HUIMECYNIUA) Tenlb IS HAPYXKHOTO MpUMEHeHus, 1 %, 100 T

Market / Peinox : Russia / Poccus

Batch No. / . V250216 Batch Quantity / . 11882.00 units /

Cepus Ne ) Pa3smep cepun © 11882.00eauHuI
Analytical Repovrt No./ . 040002873739 Date of Analysis / . 30.03.2025
AHajuTndeckHii oTuert Ne JaTa aHaamn3a

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

JlaTa npou3BoACTBa TI'onen no

Mfg. License No. /

IIpousBoacTBeHHAsA : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JIMueH3us Ne

Analysis performed according ND / Ananns nposeaed no H: JITT-Ne(001336)-(PI'-R1L1)-251022

Page 4 of 5/ Crp. 4u3 5

9. | Dimethyl sulfoxide / 101.1 % 90% to 110% of C:HsOS (dimethyl
JumeTnicyibGporcH sulfoxide) of label claim /
Ot 90 % 1o 110 % C;HesOS

(aumetuncynsdokcua) ot
HOMHHAJLHOFO CO/IePKaHHs

10. |Package / YmakoBka 100 g in a laminated aluminum tube equipped with tamper-evident membrane.
Each tube and a patient information leaflet in a carton. / Ilo 100 r B Ty6y u3
JIAMMHHPOBAHHOTO ATIOMHMHMS, CHaO)XKEHHYI0O MeMOpaHOH [ KOHTpONs
neporo BekpbiTHs. Kaxayio TyOy BMecTe ¢ MHCTPYKUHEH MO0 MEJULIMHCKOMY
MIPUMEHEHHUIO [IOMEINAIOT B Ma4Ky 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.

*Tloka3aTesib MOXeT OTCYTCTBOBATH B ceprudHKaTe aHaIn3a npoussoauTe.s. Ilpoussoaurens
rapaHTHpPYeT Ka4yecTBO Npenapara 1o 3THM N0Ka3aTe/IaM.

}&PI ntu:ne (INN) / Hanmenonanme A(I)(i Nimesulide / Hiecynuz

API manufacturer batch number / NMS/14120876, NMS/14120878
Howmep cepuu npoussogurea ADC:

FP Manufacturer API Batch number /

Homep cepuu cyGcTaHIHHA NPOU3BOAHTENA FERAO00751, FERA00752

TJ1d:

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

Hpouspoaurean ADPC, crpana: Aaptu parc JItn., Maous

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

Mpumeyanue: [TpoaykT coorBeTcTBYeT Tpeboanusam HJL 3axmoyenue: OJJOBPEHO

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

[Moarorosnexo: Santosh Kumar ; IpoeepeHo: Pardeep Kumar Ono6peHo: Menemxkep / PykoBoaurens

Maurya ;&QJ f Amit Kumar L
7 =l N2

Reprint Date / Reprint Date / Reprint Date / -

Jarta: 30.03.2025 Jara: 30.03.2025 Jara: 30.03.2025

Registered Gffice: 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: L85195AP1284PLC0O04507
www.drreddys.com



® Dr. Reddy's Laboratories Ltd.
2 Formulation Unit-6
DI‘. Reddy,s ‘.... Vi-H. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Distt. Sofan, H.P, 173 205, INDIA
CEPTUOUKAT AHAJIN3A Tal: +91 98166 56001-02

5. COIM

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Mpoaykr: Haii3® AkrTuBrens (HUMeCyIH[) refib I HAPYXHOTO NpuMeHeHHs, 1 %, 100 r

Market / Poinok : Russia / Poccus

Batch No. / . V250216 Batch Quantity / . 11882.00 units /

Cepust Ne ) Pasmep cepnm " 11882.00euHKL
Anmalytical Repo:‘t No. / . 040002873739 Date of Analysis / . 30.03.2025
AHanuTHYECKHii 0TYeT No JlaTa aHaju3za

Date of Manufacture / . 03/2025 Date of Expiry / . 022027

JaTa npousBoacTBa T'ogen ao

Mfg. License No. /

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

Analysis performed according ND / Anaan3s npoeeaen mo HJI: JITI-Ne(001336)-(PI'-RU)-251022
PageSof 5/Crtp. 5u3 §

A#me, diness authiorization  Noj oF Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
manufacturing site / Control site / Release site / Solan (HP) 173205, India (License No MNB/05/263) /
Haumenosarne, axpec n SOMERENEREEaSE I-p Pennu’c Jlabopatopuc Jlta., UHaud, IIponsBoacTBeHHOE
IJIOIIA/IKH, OCYIIeCTBJIAIOLI el P P

i noapasnenenue-6, Buamk Kxons, Hanarapx Poyn, bannuy,
[POHIBO/ICTEO/KOHTPOIL KaXECTBA/BLIIYCK Conan Quctpukr, X.I1. 173205, Unnus (JIuuensus Ne
L 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 (No. GMP/EAEU/RU/00554-2022
dt. 02 September 2022) 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».

3aki04enne 0 cooTBeTcTBHH: «HacToAIUM 1 MOATBEPXKIAl0, YTO MPHBEICHHAS BhIIIe UHGOpMALUsl SBIIETCA
JIOCTOBEPHOM M TOYHOM. DTa cepus HPOAYKIHU MPOH3BeIcHa (BKIIOYas yNaKoOBKY (MapKHPOBKY) U KOHTPOJb
KayecTBa) Ha BBIIIEYKA3aHHOHM IIPOM3BOJCTBEHHOM IUIOMIAJKE (TUIOMAJKax) B IIOJHOM COOTBETCTBHH C
TpeboBanusaMu [IpaBui Haaexalneid MpOU3BOACTBEHHON NpakTUKyU EBpasuiickoro skoHoMH4eckoro coro3sa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsOpss 2022) u TpeOoBaHUAMH KOHTPOJIS KadecTBa JIEKapCTBEHHBIX
CPE/ICTB, a TaK)Ke B COOTBETCTBHU CO CIEIM(PUKANUAMHU, COACPKAIMUMUCI B PETHCTPAHOHHOM J0ChE CTPaHbI-
HUMIIOpTEpa. 3alKCH 110 IPOU3BOJACTBY, YIAKOBKE M aHAIM3y IIPOBEPEHBI, M YCTAHOBJIEHO HX COOTBETCTBHE
TpeGoBanusM [IpaBui Haznexale Tpou3BOACTBEHHOM NPAKTUKK EBpa3HACKOro 3KOHOMHYECKOTO COFO3a).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: [Ipogykt cootBeTcTBYET Tpebosanuam HJI Zakmrouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moxprorosneno: Santosh Kumar IIposepeno: Pardeep Kumar OnobpeHo: Menemxep / PykoBoauteis
Maurya @/ [ Amit Kumar \ L

oL — T
Reprint Date / Reprint Date / Reprint Date / b
Hara: 30.03.2025 Hata: 30.03.2025 Jara: 30.03.2025

Registered Cffice: 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: L85195AP1284PLCO04507
www.drreddys.com




