@e
Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJH3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ipoayxr: Haiiz® AxtuBrens (HUMECYIUI) refb Ul HAPYXKHOIrO NpHMeHeHHus, 1 %, 100 1

Market / Poinok

: Russia / Poccus

Batch No. / — Batch Quantity / _ 11882.00 units /

Cepus Ne ) Pasmep cepuu © 11882.00equuu1
Analytical Repourt No./ . 040002807610 Date of Analysis / . 07.02.2025
AHaguTHYECKHIl oTyeT No JlaTa aHanuza

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026

JaTa nponi3BoacTBa TI'ogeH no

Mfg. License No. /

TpousBoacTBEeHHAs : MNB/05/263 MA number: / Homep PY : JITT-Ne(001336)-(PT-RU)
unensust No

Analysis performed according ND / Ananus nposeaes no HJI: JITI-Ne(001336)-(PI'-RU)-251022

Page 1 of 5/Crp. 1u35

yellow gel with characteristic odor /
OnHOpOAHBIA TMpO3pavHbBid  resb
OJIeIHO-KENTOrOo LBEeTa c
XapaKTepHBIM 3a11aX0M

;I.‘? / 'Test / llokazaresib Result / Pezyabrat Specification / Hopma
1. Description / Onucanne Homogeneous, transparent, pale- | Homogeneous, transparent, colorless to

pale-yellow gel with characteristic odor /
OnHOpOMHBIA MpO3pauHblii  renp  OT
OecLBETHOrO [0 OJIeIHO-KENTOro0 LiBeTa
C XapaKTepHbIM 3a11aX0M

2. Identification / HgenTudukanmnsa

a) HPLC / BOXKX

Complies as prescribed /
CooTreTcTRYET TpeOORAHUIM

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 ynepskuBaHns
OCHOBHOTO TMNHKa Ha XpoMaTorpaMme

HCMIBITYEMOTO  pacTBopa  JOJDKHO
COOTBETCTBOBATH BpPEMEHH
YOEP)KMBAHWS OCHOBHOIO IIMKa Ha
Xpomarorpamme pacTBopa
cTaHaapTHoro obpasua HHUMeCyNHAa
(paznen «KonuuecTeeHHOE
orpezeseHHe»)

Remarks : The Product conforms to ND/

IIpumeuanne: [Ipoaykt coorsercTByeT TpeboBanusm H/L

Conclusion : APPROVED /
3akarouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneno: Ramakar d\; ITposepeno: Pardeep Kumar OpnobpeHo: Menemxep / PyKosonuteins

“\d, \ = Pavan Kumar Sharma T
Reprint Date / S\ S Reprint Date / Reprint Date /

Jara: 07.0_2.20,_25__ B

Jara: 07.02.2025

Hara: 07.02.2025
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CERTIFICATE OF ANALYSIS

CEPTHUO®UKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g

MNpoaykr: Haii3® AxTuBrens (HUMECYIUN) reflb JUIS HAPYXKHOIO NpumeHeHus, 1 %, 100 r

Market / Prinok

: Russia / Poccust

Batch No. / . V250083 Batch Quantity / . 11882.00 units /

Cepus Ne ) Pasmep cepuu " 11882.00enuHuL
Analytical Repourt No./ . 040002807610 Date of Analysis / . 07.02.2025
AHanutnyecknii otuer Ne JlaTa aHa/in3a

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026

Hata npou3isoncTsa Toaex g0

Mfg. License No. /

IIpoussoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PI™-RU)
auuenzus Ne

Analysis performed according ND / Auanus npoeeaex mo HJI: JITI-Ne(001336)-(PI'-RU)-251022

b) UV spectrophotometry /
YO-cnexTpodoto MeTpus

Complies
CooTBeTcTBYET TpeOOBAHUAM

as prescribed

Page2 of 5/ Crtp. 2 35

/

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / Y®-cnekrp
NOrJIOIIEHHsA MCIBITYEMOro  pacTBopa
JIOJKEH UMETh MaKCUMYM TOTJIOIEHHs
nipu 3975 HM

3. | Weight of package contents / 100g/100r According to Rus. Ph. / B cooTBeTcTBHH
Macca cogep:KumMoro ¢ Tpebopanusamu ['® PO
YNAKOBKH

4. | pH 3.32 2.5t04.5/0t12,5n04,5

5. | Viscosity / BaskocTb

952.9 centipoise /
952.9 canrumnyas

400 to 1,200 centipoise /
Ot 400 o 1200 cagTunyas

6. | Impurities / Ilpamecn

i. | Impurity C/

IMpumecs C

ii. | Impurity D/

ITpumecs D

Any other impurity /
JIrobas npyras nprMech

iii.

iv. | Total impurities /

CymMa npumeceit

0.04 %

0.09 %

Not detected / He oOHapy>keHa

Not detected / He oOHapyxkeHa

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

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

Not more than 0.50 % /
He 60:1ee 0,50 %

Not more than 1.50 %/
He 6onee 1,50 %

7. | Microbial purity* / Mukpo0Ouosornyeckas 4ucrora*®

Remarks : The Product conforms to ND/

IIpumeuanue: [Ipoaykr cooTBeTcTByeT TpeboBanusm HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

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

ITonroroeneno: Ramakan k \}J [posepeno: Pardeep Kumar Ono6peno: Menemxep / PykGBoautess
Ulw e = — Pavan Kumar Sharma Ge—"

Reprint Date / ’f’:_.’( Reprint Date / Reprint Date / -

Hara: 07.02.2025 Hara: 07.02.2025 Hata: 07.02.2025
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
[Mpoayxr: Haiz® AkTuBres (HUMECYIIHI) TeNlb IS HAPYAKHOTO npuMenenus, 1 %, 100 r

Market / Prinok

: Russia / Poccus

Batch No. / . V250083 Batch Quantity / . 11882.00 units /

Cepus Ne ’ Pasmep cepun * 11882.00ennHuny
Analytical Repovrt No./ . 040002807610 Date of Analysis / . 07.02.2025
AHAJIUTHYECKHI 0TUeT Ne Jara ananuza

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026

JaTta npoussoacraa T'ogex go

Mfg. License No. /

IlpouspoacTBeHHan : MINB/05/263 MA number: / Homep PY : JI[1-Ne(001336)-(PI-RU)
JHIeH3ust Ne

Analysis performed according ND / Anaau3s nposeaen no HJI: JIII-Ne(001336)-(PI'-RU)-251022
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i. | Total Aerobic Microbial Count NA | Not more than 100 CFU/ g/
/ O6uwee yncno aspobHbIX He 6onee 100 KOE/r
MHKpPOOPraHU3MOB

ii. | Total Combined Yeast and NA Not more than 10 CFU/g  /
mould count / Ob1iee 4uco He 6onee 10 KOE/r
JPOAOKEBBIX U MIIECHEBBIX
rpuboB

1i. | Pseudomonas acruginosa NA Should absentin 1 g/
OtcyrctBUe B 1 1

iv. | Staphylococcus aureus NA Should absentin 1 g/
OtcyrcTBHE B 1 T

8. | Assay/KoanuyecTBeHHOe onpeesieHHE

Nimesulide /
Humecynun

10.15mg/ 10.15 mr
(101.5 %)

9.0 mg to 11.0 mg of Ci13H12N>OsS
(nimesulide) (90.0% to 110.0% of label
claim)in 1 gof gel /

Ot 9,0 MTI o0 11,0 Mmr C13H12N3058
(numecynun) (ot 90,0 % 10 110,0 % ot
HOMMHANBHOTO coiepkaHus) B 1 T rens

Remarks : The Product conforms to ND/

Ilpumeuanue: [Ipoaykr cooTBeTcTBYyeT TpeboBaHusam HJI

Conclusion : APPROVED /
3axarwuenue: OJJOBPEHO

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

ITonroroeneno: Ramaka \)Jxx IIpoeepeno: Pardeep Kumar Onob6peHo: Menemxkep / Pyxdsoauressb
m“b / ~1 — Pavan Kumar Sharma ~ {~——_

Reprint Date / i T Reprint Date / Reprint Date / S

Hara: 07.02.2025 JHara: 07.02.2025 Hara: 07.02.2025
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIN3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
MMpoaykr: Haiizs® AkTuBrens (HUMECYIIH) refib 1S HapyskHoro npumerenns, 1 %, 100 r

Market / Poinok

: Russia / Poccus

Batch No. / . V250083 Batch Quantity / . 11882.00 units / o
Cepusa Ne ) Paszmep cepun © 11882.00c¢11HHL
Analytical Repovrt No./ . 040002807610 Date of Analysis / . 07.02.2025
Anaguruueckuii otuer Ne JlaTa aHanu3a

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026

Jata npousBoacTea T'oaen no

Mfg. License No. /

ITpousBoacTBEHHAs : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JaunexH3ns Ne

Analysis performed according ND / Ananu3 nposenen no HJI: JITI-Ne(001336)-(PI'-RU)-251022 -

Page 4 of 5/ Ctp. 4u3 5

9. Dime_thyl sulfoxide /
JAuaMeTHICYIBPOKCH

100.8 % 90% to 110% of CaHeOS (dimethyl

sulfoxide) of label claim /

0190 % no 110 % C,HcOS
(nvMeTuicynbhoKCcHA) OT
HOMHHAJIBHOTO COACP>KaHHs

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 TyOy u3
JIAMHHMPOBAHHOTO alIOMHMHHSA, CHaOXEHHYHO MeMOpaHOH ansd KOHTpOJS
nepBoro BekpeiThs. Kaxayio TyOy BMecTe ¢ HHCTPYKLHEH MO MEAULIMHCKOMY
MPUMEHEHHIO MOMEILAIOT B Ma4YKy 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.

*[Ioka3zaTeb MOXKeT OTCYTCTBOBATL B cean(l)mcaTe AHAJIH3A NPOU3BOAUTEIA. IIpomsomne.m,
rapanTdpyeT Ka4eCcTBO Mnpenapara mo 3TuM nokasaTteisimM.

API name (INN) / HaumenoBanue A®C

Nimesulide / Humecynun

TJ1®:

Homep cepun cy0cTaHIHH NPOH3BOANTEJIS

(MHH):
API manufacturer batch number / NMS/14100711
Homep cepun npoussoguteia ADPC:
FP Manufacturer API Batch number /
FERAQ00673

API Manufactured by & country /
IIpoussogurens A®PC, crpana:

Aarti Drugs Ltd., India /
Aaptu Hparc JIta., Maaus

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

TIpumeuanue: ITpoaykr coorsercTByeT TpeboBaHusIM HJ 3akawouenne: OJOGPEHO

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

Toarorosneno: Ramakar &j; [Iposepeno: Pardeep Kumar OnoGpeHo: Menemxkep / Pyxosoantens
m \ —l Pavan Kumar Sharma ———

Reprint Date / Reprint Date / Reprint Date / —

Hara: 07.02.2025 Hara: 07.02.2025 Hata: 07.02.2025




Dr. Reddy's Laboratories Lid
Formulation Unit-6

Q%
DI'. Reddys ® ‘..é 1\131?5, Malazarh Read, Badg,

P, 172 205, IND1A
CERTIFICATE OF ANALYSIS Yo AR165 BE001-02
CEPTUOHUKAT AHAJIN3A e Girrpddysco

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
HMpoayrr: Haiiz® AkTHUBrens (HUMECYIHL) Telb JUli HAPYKHOTO npumenennd, 1 %, 100 T

Market / PeiHok : Russia / Poccust

Batch No. / FUAE00E Batch Quantity / _ 11882.00 units / -
Cepus Ne ) Pasmep cepuu © 11882.00eaunun
Analytical Repovrt No./ . 040002807610 Date of Analysis / . 07.02.2025
AHanuTn4yeckuii oTyeT Ne JaTa ananusa

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026

JaTa npousBoacTBa I'open po

Mfg. License No. /

IlpousBoacTBeHHAN : MNB/05/263 MA number: / Homep PY : JITI-Ne(001336)-(PI'-RU)

Jguuensus Ne
Analysis performed according ND / Ananns npoeegen mo HJI: JITI-Ne(001336)-(PT"-RU)-251022

Page Sof 5/Crp. Suz 5

vt site | Control site | Release e/ | Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt
' Solan (HP) 173205, India (License No MNB/05/263) /
I:;:M:Hz::ag:e’ iiﬁii:;ﬁ::‘ip THUCHHH I-p Pennw’c JTabopatopuc JIta., MUuaus, ITpousBoacTereHHoe
e noapaszzaeneuue-6, Bunnamk Kxons, Hanarapx Poyn, banau,
MPOHSBOACTEO/KGHTPOIE 1ar(ecTa/BLITyCic Conan Juctpukr, X.I1. 173205, Unaus (JIunensus Ne
el 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».

3aKk/YeHne 0 cO0TBeTCTBHHU: «HacToSmMM s MOATBEPIKIAK0, YTO IPUBEACHHAS BbIIIC HHPOPMAIHS SBIAETCS
JNOCTOBEPHOW M TOYHOW. DTa CepHs MPOAYKLHMH IPOM3BEJCHa (BKIIOYas yIaKoBKY (MApKHPOBKY) M KOHTPOJb
KayecTBa) Ha BBINICYKA3aHHOM IPOM3BOJCTBEHHOH IIIomaake (IUIOIMAAKax) B IIOJIHOM COOTBETCTBHUH C
TpeboBanuaMu [IpaBui HaTeKaIel MPOU3BOACTBEHHOM NPakTHKU EBpasuiickoro skoHoMu4eckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsbps 2022) u TpeOOBaHMAMH KOHTPOJIA KadecTBa JIEKAPCTBEHHBIX
CpEJICTB, a TAKXKe B COOTBETCTBUH CO crieluUKaNUsIMH, CONCPXKAIIUMUCA B PETHCTPAIlMOHHOM JIOChE CTPaHbI-
UMIIOPTEpa. 3aliCH 110 MPOHM3BOJCTBY, YIAKOBKE M aHAIHM3Y IMPOBEPEHBI, U YCTAHOBIEHO HX COOTBETCTBHE
tpeboBanmaM [IpaBui HauIeXKaLEeH MPOM3BOACTBEHHOM IPAKTUKK EBPa3sHiCKOro 3KOHOMHYECKOTO COI03a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: Ilponykr coorsercTByeT TpeboBanusam HJI 3axuaouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Ramakai \J& ITpoeepeno: Pardeep Kumar Onobpeno: Menemxep / PykoaonnTmb
P\,Q A = — Pavan Kumar Sharma
Reprint Date / Reprint Date / Reprint Date /
Hara: 07.02.2025 Hara: 07.02.2025 Hara: 07.02.2025
Bonicterod Gffice 2-2-327, Road Mo 2, Banjara Filie, Hyderabad - 50604, telangana, india
fei; +91 40 2900 2300, fax +3v } ) 4240 2999, Email, mald@drreddys,com
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