Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

Dr. Reddy's Laboratories Ltd.

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

Tel:+51¢S "‘6 50u01-02

aleal

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Mpoaykr: Haii3® AxTHBress (HUMECYTHA) reNb AUl HAPYXKHOTO NpuMeHenns, 1 %, 100 r

Market / PoiHOK

: Russia / Poccusa

Batch No. / . V250458 Batch Quantity / . 11882.00 units /

Cepus Ne J Pasmep cepuu * 11882.00eauHKLL
Analytical Repo“rt No. / . 040002972640 Date of Analysis / . 23.06.2025
AHanuTHYecKHiT oTyeT Ne JlaTa aHa/iu3a

Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027

JlaTa npou3BoAcTBa Togen xo

Mfg. License No. /

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

Analysis performed according ND / Auann3 nposeaen no HJ: JITI-Ne(001336)-(PI'-RU)-251022

Page 1 of 5/Ctp. 1u3 5

i‘? i Test / IlokazaTennb Result / PesyabTar Specification / Hopma
1. Description / Onucanne Homogeneous,_ transparent, pale- | Homogeneous, transparent, colorless to

yellow gel with characteristic odor /
OpHopoaHsii  Mpo3payHBIi  Tellb
6J1eIHO-KENTOro LBETa c
XapaKTepHBIM 3aMaxoM

pale-yellow gel with characteristic odor /
OnHOPONHBI TMpO3pauHbIi  renb  OT
OecLBETHOrO 10 OJIeIHO-KEITOro 1BeTa
C XapaKTepHbIM 3aMaxoM

2. Identification / UnenTuduxanus

a) HPLC / BD)XKX

Complies as prescribed /
CoOTBETCTBYET TPpeOOBAHUAM

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>kvBanus
OCHOBHOIO IMKa Ha XpoMmaTorpamme
HCTIBITYEMOrO pacTBopa JIOJDKHO

COOTBETCTBOBATH BpEeMEHH
yaep)KMBaHWs OCHOBHOIO IIHMKAa Ha
XpoMaTorpamme pacTBopa
cTaHaapTtHoro obpa3ua HHUMecyluaa
(pasnen «KonuuecTreHHoe
OTIpEIETIEHUEY)

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

Mpumeuanne: [Ipoaykr cootBeTcTBYeT TpebopanusaM HJ 3akmouenne: OJOBPEHO

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

IMoarororneno: Rama kant W IMporepeHo: Pardeep Kumar Onobpeno: Menemxep / Py}\ElBG,’JlITEHb
Nabd oy - Pavan Kumar Sharma et

Reprint Date / \ Reprint Date / Reprint Date / -

Hata: 23.06.2025 JHara: 23.06.2025 Jara: 23.06.2025

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
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rArrpridie rom

mgﬁvgel (nimesulide) gel for external use, 1 %, 100 g
Mpoayier: Haiis® AxTuBrens (HUMecyii) Testb s HapyHOTo npumenenus, 1 %, 100 r

Market / Phinok : Russia / Poccus

Batch No. / . V250458 Batch Quantity / . 11882.00 units /

Cepust Ne ' Pazmep cepun " 11882.00¢aununu
Analytical Repourt No./ . 040002972640 Date of Analysis / . 23.06.2025

AHanuTuu eckuii oTuer Ne Jata aHanmsa

Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027

JaTa npou3BoacTBa Iopen no

Mfg. License No. /

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

Analysis performed according ND / Anaau3s nposeaen mo HJI: JITT-Ne(001336)-(PI'-RU)-251022

Page2 of 5/ Ctp. 213 5

b) UV spectrophotometry /
Y®-cnekrpodoTo MeTpus

Complies as prescribed
CooOTBETCTBYET TpeOOBAHUAM

/| UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / Y®-cnektp
MOIJIOIEHHU MCNBITYEMOTO  pacTBOpa
JIOJDKEH UMETh MaKCHMYM INOTJIOLUCHHMS
npu 39745 HM

3. | Weight of package contents / 101 g/101r According to Rus. Ph. / B cooTeeTcTBUM
Macca cogep:KkHMOro ¢ Tpeboanusimu I'® PO
YHaKOBKH

4. | pH 335 25t04.5/0t12,5 04,5

5. | Viscosity / Baskoctn 946.6 centipoise / 400 to 1,200 centipoise /

946.6 cantumyas Ot 400 no 1200 cantumyas

6. | Impurities / Ilpaumecn

i. | Impurity C/ Not detected / He 0OHapy>keHa Not more than 0.50 % /

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

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

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

CyMma npuMeceH 0.03 % He 6onee 1,50 %

7. | Microbial purity* / MukpoGuooruyeckas adcToTa*

Remarks : The Product conforms to ND/
IIpumeuanune: [Ipoaykr coorBercTByer TpeboBanmsam HJ

Conclusion : APPROVED /
3akmouenune: OAOBPEHO

Prepared by /
Ioarorosnerno: Rama kant

Checked by /
IIposepeno: Pardeep Kumar

[ —
—-

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pylxéaomrr_enb

- S

T —

Pavan Kumar Sharma \

S
\

Reprint Date /
Hara: 23.06.2025

Reprint Date /
Jara: 23.06.2025

Reprint Date / o
Jlarta: 23.06.2025

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
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Tel: 98166 56001-
sanar Arred for:

Product : Nise Activgel (nimesulide) gel for external

IIpoaykr: Haii3® AkTuBrenb (HUMECYNUN) refib Ui HapyxHoro npumeterns, | %, 100 r

use, 1 %, 100 g

Market / PoiHOK : Russia / Poccus

Batch No. / . AE04EE Batch Quantity / ~11882.00 units /
Cepust Ne ) Pazmep cepuu © 11882.00equHML
Analytical Repovrt Neo./ . 040002972640 Date of Analysis / . 23.06.2025
AHanuTnueckuii oTuer Ne Jata anasu3a

Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027

JaTa npous3sBoACTBa Togen o

Mfg. License No. /

IIpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PI™-RU)
JuueH3us Ne

Analysis performed according ND / Anaaus nposeaen o HJI: JIIT-Ne(001336)-(PI-RU)-251022

Page3 of 5/Ctp.3m35

1. | Total Aerobic Microbial Count NA Not more than 100 CFU/g/
/ O6uiee Yucio adpoOHBIX He 6onee 100 KOE/r
MHKpPOOPTraHU3MOB

ii. | Total Combined Yeast and NA Not more  than 10 CFU/g
mould count / Obiee umncso He 6onee 10 KOE/r
JIPOMOKEBBIX M TUTECHEBBIX
rpuboB

i, | Pseudomonas aeruginosa NA Should absentin 1 g/
Otcytrcteue B 1 1

iv. | Staphylococcus aureus NA Should absentin 1 g/
Orcytcteue B 1 r

8. | Assay/KonnuyecTBeHHOe onpeiesieHHe

Nimesulide /
Humecynun

10.00 mg/ 10.00 mr
(100.0 %)

9.0 mg to 11.0 mg of C13H12N20OsS
(nimesulide) (90.0% to 110.0% of label
claim) in 1 gof gel /

Or 9,0 MI" 10 11,0 MI C13H12N2058
(aumecynum) (ot 90,0 % no 110,0 % ot
HOMHMHANILHOTO cojiepKaHus) B 1 r rens

Remarks : The Product conforms to ND/

Ipumeuanue: [IponykT coorBeTcTBYeT TpeboBanusm HJJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

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

[Moaroroeneno: Rama kant @‘\ @d- ITposepeno: Pardeep Kumar Onobpeno: Menemxep / Py ﬁosom{Tenb
ol Pavan Kumar Sharma |V _— —

Reprint Date / Reprint Date / Reprint Date / -

Jara: 23.06.2025 Hara: 23.06.2025 Jara: 23.06.2025

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
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L drrarduc cor

Product : Nise Activgel (nimesulide) geT for external use, 1 %, 100 g
poaykr: Haii3® AxTusre/b (HUMECYIHA) refb JUIA HAPYHKHOTO MPUMEHEHILS, 1%, 100r

Market / PriHoK : Russia / Poccus

Batch No. / . V250458 Batch Quantity / . 11882.00 units /

Cepus Ne i Pasmep cepuu * 11882.00eauumLL
Analytical RepOj‘t No./ . 040002972640 Date of Analysis / . 23.06.2025
AHanutudeckuii ordeT No JlaTa anajim3a

Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027

Jata nponsBoacTBa I'omeH no

Mfg. License No. /

ITpoussoacTBeHHASs : MNNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
Junensus Ne

Analysis performed according ND / Ananus nposeaen mo HJL: JITI-Ne(001336)-(PT-RU)-251022
Page4 of 5/Crp. 4m3 5

9. | Dimethyl sulfoxide / 97.7% 90% to 110% of C;HsOS (dimethyl
JuMeTHICYAL(OKCHA sulfoxide) of label claim /
Ot 90 % mo 110 % C.HeOS

(nuMeTHICYTBHOKCHA) OT
HOMHHAJTLHOTO COIEp KaHUA

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 Tyby u3
JaMMHMPOBAHHOTO AIOMMHHS, CHabXEHHYI0 MeMOpaHOH JUli KOHTpOJs
niepeoro BekpeiThst. Kaxkayio TyOy BMeCTe ¢ HHCTPYKUMEH 10 MEAMLIMHCKOMY
[PMMEHEHHUIO MOMEINAIOT B NIa4Ky 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.

*Tloka3aTeab MOXKET OTCYTCTBOBATE B cepTH(HKATE aHA/IH3a npousBoanTess. IIpoussoanresb
rapaHTHPYeT KAa4eCTBO NMpenapaTa mo 3THM N0Ka3aTeaM.

API name (INN) / Haumenopanue A®C
(MHH):

API manufacturer batch number / NMS/125020170
Howmep cepun nponssoguTens ADC:

Nimesulide / Humecynun

FP Manufacturer API Batch number /

Howmep cepun cyOcTaHIHH NIPOM3BOIUTEN FESA00190

rJi®:

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

Ipoussoantens A®C, crpana: Aapru Jlparc JItn., Mupug

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

Ipumeuanne: [TponykT cootBeTcTBYET Tpebopanusm HJI 3axmouenne: OJJOBPEHO

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

IToaroroeneno: Rama kant g,)\\,‘u\ Tpoeepeno: Pardeep Kumar Onobpeno: Menemiep / PykOBoanTess
s e Pavan Kumar Sharma St S

Reprint Date / | Reprint Date / Reprint Date / =

Jara: 23.06.2025 Jlata: 23.06.2025 Jlara: 23.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.
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CERTIFICATE OF ANALYSIS Distt. Solan, H.P.,, 173 205, INDIA
CEPTHUO®UKAT AHAJIM3A Tel : +51 58166 56001-02

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
IMpoayikr: Haii3® AKTUBreNb (HUMECYIIH) Teb I HAPY/RHOro npumenenus, 1 %, 100 r

Market / Poinok : Russia / Poccus

Batch No. / . V250458 Batch Quantity / _ 11882.00 units /

Cepusi Ne ) Pa3mep cepun * 11882.00eauHuLl
Analytical Repovrt No./ . 040002972640 Date of Analysis / . 23.06.2025
AHanuTHYeCKHI1 oTueT Ne JdaTta ananusa

Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027

JaTta npon3BoAcTBa Tonen no

Mfg. License No. /

IIpoussoacTBeHHAS : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
auueH3us Ne

Analysis performed a:cording ND / Ananu3 nposeaen no H/: JITI-Ne(001336)-(PI'-RU)-251022
Page5Sof 5/Crp. 5uz 5

ot ne aite | Control site  Release site/ | Formulation Unit:6, Vill. Khol, Nalagerh Road, Badd, Dist.
Solan (HP) 173205, India (License No MNB/05/263) /
;I;:M:lezazge;l?cﬁz:lgotgp —_— J-p Pennu’c Jlaboparopuc JIta., Uunus, IIpoussoacTeenHoe
TR, O = noapasnenenue-6, Buamk Kxons, Hanarapx Poya, banau,
MPOH3IBOACTSO/KORTPOIE KAHCCTBA/BLITYCK Conaun Tuctpukr, X.I1. 173205, Unnus (JInueHsus Ne
e 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».

3aK/II0YeHHe 0 CO0TBETCTBHH: «HacTosAmuM s MOATBEPXKIAL0, YTO MPUBENCHHAS BHIIE HHOOPMAITH ABILIETCA
JNOCTOBEPHOM M TOYHOM. DTa cepUs NMPOAYKIIMH IpoU3BeAeHa (BKIIOYas yNaKoBKY (MapKHPOBKY) M KOHTPOJb
KadecTBA) Ha BBIIEYKA3aHHOW IIPOM3BOACTBEHHOM IUIOmMaAKe (IJIONIANKax) B IIOJIHOM COOTBETCTBHH C
TpeboBanuAMH [IpaBui Ha/IexXalueil MPOM3BOCTBEHHOM MPakTHKH EBpa3uiicKoro 5SKOHOMHYECKOTo coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsbps 2022) u TpebGOBaHUAMH KOHTPOJNSA KayeCcTBa JIEKAPCTBEHHBIX
CPEJICTB, @ TAK)XE B COOTBETCTBHHU CO CHEU(UKAIMIME, COAEPKAIMAMHUCA B PETHCTPAMOHHOM JAOChE CTPAHBI-
UMITOpTepa. 3allcy IO NPOM3BOJACTBY, YIAKOBKE M aHaNIM3y IPOBEPEHBI, M YCTaHOBICHO HX COOTBETCTBHC
TpeGoBanusiM [IpaBui Ha uIeKaIel TPOU3BOICTBECHHON IPaKTHKH EBpa3sHiickoro 5SkOHOMHYECKOTO COFO3a».

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

IIpnmeuanne: [Tponykr cootBercTBYeT TpebopaHusaM HJI 3akmwouenue: OJJOBPEHO

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

[NoarotoBneno: Rama kant W IIposepeno: Pardeep Kumar Onobpeno: Menemxep / Pykopojuiress
I~ =l — Pavan Kumar Sharma )

Reprint Date / \ Reprint Date / Reprint Date / =

Hara: 23.06.2025 Hara: 23.06.2025 Hara: 23.06.2025

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




