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CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Dr. Reddy’s Laboratories Ltd.
Formulation Unit-5

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel s +01 95’166 Se00n1 N2

vw.drreddys G

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Mpoaykr: Haif3® Axruprens (HUMeCyNHA) refib A5 HAPYXKHOTO NpuMenenns, 1 %, 100 r

Market / PbiHox : Russia / Poccus

Batch No. / . V250403 Batch Quantity / . 11802.00 units /

Cepus Ne ' Pa3zmep cepun * 11802.00e xunu1
Analytical Repourt No./ . 040002945032 Date of Analysis / . 29.05.2025
AHaIuTHYECKHH oTyeT Ne JaTta aHaaunsa

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027

JaTa npou3Boacraa Tonen a0

Mfg. License No. /

TlpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JuneH3us Ne

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

Page 1 of 5/Crp. 1 m35

| : -
JI:.‘? / Test / lloka3artenn Result / PesyabTat Specification / Hopma
1. Description / Onncanne Homogeneous, transparent, pale- | Homogeneous, transparent, colorless to

yellow gel with characteristic odor /
OnHOpoAHBIH  TPO3padHbIil  Treib
O11eiHO-KENTOro
XapaKTepHBIM 3aMaxoM

LBeTa c

pale-yellow gel with characteristic odor /
OpnHopoaHBI MOpoO3pauHbId  renb  OT
HecuBeTHOro A0 OJIeIHO-KENTOro LBeTa
C XapaKTepHBIM 3anaxom

2. | Identification / HapenTH)HKANNA

a) HPLC / BOXX

Complies as
CooTBeTcTBYET TPEOOBAHUAM

prescribed /

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 ynepxusanus
OCHOBHOI'O [MMHKa Ha XpoMmaTorpaMmme

HCIIBITYEMOr0  pacTBopa  JOJIKHO
COOTBETCTBOBAaTb BPEMEHH
ylepXKHBaHUd OCHOBHONO IHKa Ha
XpOMaTorpaMme pacTBopa
cTaHaapTHoro ofpasua HuMecyauaa
(pa3pen «KonuuectsenHoe
onpeaencHUe»)

Remarks : The Product conforms to ND/

IIpumeuanne: IIpoaykr cooreTcTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
3akmouenune: OJOBPEHO

Prepared by /

IToarorosneno: Rama kant M
t}

Checked by /
IIpoBepeHo: Pardeep(l’\"umar

e

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / Py l\osmyrrenb
Amit Kumar _"\_

Reprint Date /
Jara: 29.05.2025

Reprint Date /
Jara: 29.05.2025

Reprint Date / J
Hara: 29.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 4C 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g

{ITpoaykr: Haiis® AxTHBresh (HMMecynun) rens ans HapyxHoro npumenenns, 1 %, 100

Market / PbiHok : Russia / Poccus

Batch No. / . V250403 Batch Quantity / . 11802.00 units /

Cepusi Ne ; Pazmep cepuu © 11802.00e suHKL
Analytical Repourt No. / . 040002945032 Date of Analysis / . 29.05.2025
AHajutnueckuii oTyer Ne Hata anaausza

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027

Harta npoussoacTBa T'ogen a0

Mfg. License No. /

IlpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
anuensus Ne

Analysis performed according ND / Ananu3s nposeaen no H/I: JITI-Ne(001336)-(PI'-RU)-251022

Page2 of 5/Crtp. 213 5

b) UV spectrophotometry /
Y ®-criektpodoTo MeTpHs

Complies as prescribed
CooTtBeTcTBYET TpeOOBaHUAM

UV absorption spectrum of the test
solution should have absorption
maximum at 39745 nm / Y®-cnektp
MOTJIOIEHHsT HUCTIBITYEMOIO  pacTBoOpa
JIOJDKEH WMETh MaKCHMYM MOTJIOLUCHHS
npu 397+5 um

3. | Weight of package contents / 100 g/ 100 According to Rus. Ph. / B cooTBeTcTBHM
Macca cogepxxumoro ¢ Tpeboanusamu I'® PO
YNaKOBKH

4. | pH 3.58 2.5t04.5/0r2,5 n04,5

5. | Viscosity / BazkocTb

952.9 centipoise /
952.9 canrumnyas

400 to 1,200 centipoise /
Ot 400 no 1200 cantumnyas

6. | Impurities / llpumecn

CymMmma nipumMeceii

i. | Impurity C/ Not detected / He 06Hapy»eHa Not more than 0.50 % /
ITpumecs C He 6onee 0,50 %

ii. | Impurity D/ Not detected / ne obHapyeHa Not more than 0.50 % /
[Ipumecs D He 6onee 0,50 %

ili. | Any other impurity / 0.03 % Not more than 0.50 % /
JIrobas npyras npumechb He 6onee 0,50 %

iv. | Total impurities / Not more than 1.50 % /
0.03 % He Gornee 1,50 %

7. | Microbial purity* / Mukpoononoruyeckas 4ucrora*®

Remarks : The Product conforms to ND/
IIpameuanue: poaykr cooTBeTcTBYET TpeboBaHuaM HJJ

Conclusion : APPROVED /
3axaouenne: OJJOBPEHO

Hata: 29.05.2025

Jarta: 29.05.2025

Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneno: Rama kant ) | Ipoeepeno: Pardeep Kumar OnoGpeno: Menemxep / Pyxosojurens

Q;}Uﬂ: Qf—-—“’ Amit Kumar ,-"\\-. =
Reprint Date / M Reprint Date / Reprint Date / f

Hara: 29.05.2025

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: L85195AP1984PLC0O04507
www.drieddys.coim
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Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Hpoaykr: Haii3® AkTuBrens (HUMeCynHA) refib A8 HAPYKHOro mpuMeneHus, 1 %, 100 r

Market / PriHok : Russia / Poccus

Batch No. / . V250403 Batch Quantity / . 11802.00 units /

Cepust Ne * Pa3mep cepuu * 11802.00eauHun
Analytical RepO“rt No./ . 040002945032 Date of Analysis / . 29.05.2025
AHaNUTHYECKHI 0TUeT No Jlara ananusa

Date of Manufacture / . 04/2025 Date of Expiry/ . 03/2027

JaTa npousBoJcTBa TogeH oo

Mifg. License No. /

ITponsBoacTBeHHAR : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JaunueH3us Ne

Analysis performed according ND / Anann3 npoBened mo HJI: JIIT-Ne(001336)-(PI'-RU)-251022 B
Page3 of 5/ Crp.3mu3 5

i. | Total Aerobic Microbial Count NA Not more than 100 CFU/g/
/ Obuiee Uuciio a3poOHBIX He 6onee 100 KOE/r
MUKPOOPTraHU3MOB
i1. | Total Combined Yeast and NA Not more than 10CFuU/g /
mould count / Obuiee ducno He 6onee 10 KOE/r
JIPOYKEBBIX M TTECHEBBIX
rpuboB
iil. | Pseudomonas acruginosa NA Should absentin 1 g/
OtcyrcTBue B 1 r
iv. | Staphylococcus aureus NA Should absentin 1 g/
OtcyrctBUe B 1 1
8. | Assay/ Konan4yecTBeHHOe ONpeAesIeHHe
Nimesulide / 10.00 mg/ 10.00 mr 9.0 mg to 11.0 mg of C13H12N205S
Humecynun (100.0 %) (nimesulide) (90.0% to 110.0% of label
claim)in 1 gof gel /
Ot 9,0 MI' 40 11,0 Mmr Ci3H1aN2OsS
(Humecymun) (ot 90,0 % no 110,0 % ot
HOMMHAJILHOTO cojiep kanus) B 1 r rens

Conclusion : APPROVED /
3akmouenne: QJIOBPEHO

Remarks : The Product conforms to ND/
IIpameuanune: Hpoaykr cooTBeTcTBYeT TpeboBaHuam HJL

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

Iloaroroeneno: Rama kant i\ ITposepeno: Pardeep Kumar Onobpero: Menemxep / PykoBognTens
?Q)“JUL/ P Amit Kumar . f"\- e

Reprint Date / ol Reprint Date / Reprint Date / !

Jara: 29.05.2025 Jara: 29.05.2025 Hara: 29.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 4C 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.
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[
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Distt. Solan, H.P.,, 173 205, INDIA
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Tponykr: Haiis® Akrusresb (HUIMeCY/IMA) Tellb A1 HAPYXKHOTO NpuMenenus, 1 %, 100 r

Market / PriHoK

: Russia / Poccus

Batch No. / . V250403 Batch Quantity / . 11802.00 units /

Cepus Ne ’ Pa3mep cepuu * 11802.00eauHUL
Analytical Repo:‘t No. / . 040002945032 Date of Analysis / . 29.05.2025
AHanuTHyecKkuii oryer Ne JlaTa anaau3a

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027

JlaTta npou3BoacTBa I'ogen mo

Mfg. License No. /

IIpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
JMneH3na Ne -

Analysis performed according ND / Ananus npoeened mo HJI: JITII-Ne(001336)-(PI'-RU)-251022

Paged4 of 5/ Ctp. 4u3 5

9. | Dimethyl sulfoxide / 100.1 % 90% to 110% of CoHsOS (dimethyl
JumMeTHiicynb(poKcHa sulfoxide) of label claim /
Ot 90 % mo 110 % C2HeOS
(numetuncynsdokeun) ot
HOMHHAJILHOTO COAEpKaHUs
10. |Package / YnakoBka 100 g in a laminated aluminum tube equipped with tamper-evident membrane.

Each tube and a patient information leaflet in a carton. / ITo 100 r B Ty6y u3
JIAMHHUPOBAHHOTO aTIOMHHHA, CHaOXEHHYHO MeMOpaHOH [ KOHTPOS
nepeoro BekpsiTus. Kaxxayro TyOy BMecTe ¢ MHCTPYKLIMEH 10 METHLIUHCKOMY
[PUMEHEHHUIO MOMEIIAIOT B Ta4YKy 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.

*TToka3zaTelb MOKET

OTCYTCTBOBATH B cemelmKaTe AHAJIN3A NIPOU3IBOAUTEIHA. HpOH3BO[lHTeJ'll>

rapaHTHpPyeT Ka4yeCcTBO IpemapaTa no 3THM IoKa3aTe/IfiM.

API name (INN) / HanmenoBanue ADPC
(MHH):

Nimesulide / Humecymin

API manufacturer batch number / NMS/14120885
Homep cepun npouspoguteas A®C:

FP Manufacturer API Batch number /

Homep cepn cybcTaHIHH NPOH3IBOAHTEIIA FERAO00756

1'J1dD:

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

Ipouzsogutens ADPC, crpana: Aaptu Hparc JItn., Manus

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

IIpumeuanne: [IponyxT coorseTcTBYET TpeboBanmsam HJI 3akmouenue: OJOBPEHO

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

IMoaroTorneno: Rama kant ITpoeepeno: Pardeep Kumar Onobpeno: Menemxkep / Pykopoaurens
Qv | Amit Kumar P

Reprint Date / = Reprint Date / Reprint Date / !

Hara: 29.05.2025 Jara: 29.05.2025 Jara: 29.05.2025

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

Tel: +91 40 4900 2900, Fax: +91 4C 4900 2959, Email: maill@drreddys.com
CIN: L85195AP1984P1.C004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS Distt. Solan, H.P, 173 205, INDIA
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www. arredavs.coim

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Hponysr: Haiis® AkTupress (HuMecynn) reb ans HapysHoro npuMenenns, 1%, 100 ¢

Market / PulHOK : Russia / Poccus

Batch No. / . V250403 Batch Quantity / . 11802.00 units /

Cepus Ne ) Pa3mep cepun " 11802.00euHuIL
Analytical RepoEt No./ . 040002945032 Date of Analysis / . 29.05.2025
AHAIHTHYECKHIT 0TYeT Ne JlaTa ananu3a

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027

JlaTa npousBoacTBa Toaex mo

Mfg. License No. /

IIpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JIMUeH3us1 Ne

Analysis performed according ND / Ananns nposeaed mo HJI: JITI-Ne(001336)-(PT-RU)-251022 -
Page Sof 5/ Ctp. 5u3 5

E“a‘;‘:f:c‘:ﬂ;fssg o O O eace wife | Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt
Solan (HP) 173205, India (License No MNB/05/263) /
?ﬁ:ﬁ;ﬂzﬁaﬁ:eﬂlﬁﬁ iﬁl:l:)ll(::;;lp e J-p Peanu’c Jlaboparopuc JIta., Uuaus, IlponssoacteenHoe
ot noapasaenenue-6, Bunnamk Kxones, Hanarapx Poyn, banau,
HNPOH3BOCTEG/KORTPOIL Ka1eCTBA/BLINYCK Conan Hductpukr, X.I1. 173205, Unaus (JIunensust Ne
| LD 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».

3akiIroueHHne 0 cooTBeTcTBHH: «HacTosmM s MOATBEpKIAr0, YTO MIPHUBEACHHAS BhIIE HHPOPMAIHS ABISCTCA
JOCTOBEPHOM M TOYHOH. DTa cepHs MPOAYKLHMH NPOU3BeZeHa (BKIIOYasl YNAKOBKY (MapKHpPOBKY) M KOHTPOJIb
KayecTBa) Ha BBIIICYKAa3aHHON TMIPOM3BOJCTBCHHON IUTomaake (IUIOMAgKax) B IIOJHOM COOTBETCTBMH C
TpeboBanmsivu [IpaBun HaIexauieil TPOU3BOACTBEHHOH npakTHKH EBpasuiickoro skoHoMu4eckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centssops 2022) u TpeOOBaHUSIMH KOHTPOJISL KadecTBa JIEKapCTBEHHBIX
CpEJNICTB, a TAKXXe B COOTBETCTBHH CO CIEHH(UKAIUIMHU, COJEPKAIIUMUCS B PETHCTPAITMOHHOM JOChE CTPaHbI-
HMIIOpTEpa. 3aluCH 10 MPOM3BOJCTBY, YIIAKOBKE M aHAJIHM3Y NPOBEPEHBI, U YCTAHOBJICHO MX COOTBETCTBHE
TpeboBanusm [IpaBun Hauexalel IPOU3BOACTBEHHOM MPaKTHKH EBpa3suiicKoro 3KOHOMHYECKOTO COI03a.

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

IIpumeuanue: [Iponykr cooTBeTcTRYET Tpeboranusm HI 3axawuenune: OJJOBPEHO

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

IToarororneno: Rama kant UJ\ IIposepeno: Pardeep Kumar Onobpeno: Menezxep / PykospanTtens
gﬂi z P - Amit Kumar N

Reprint Date / ‘ Reprint Date / Reprint Date / ¥

Hara: 29.05.2025 Jlara: 29.05.2025 Jara: 29.05.2025

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



