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Dr.Reddy’s Q;’

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIHU3A

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

viil. Khol, Nzjazarh Road, Baddi,
Distt. Solan. H.P, 173 205, INDify

i A51 88185 56001-82

www.drreddys.com

Product : Nis¢ Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoaysr: Haiis® Axktusrens (HiMecyii) renb s Hapyksoro npumenenns, 1 %, S0 r

Market / P1Hok : Russia / Poccus

Batch No. / . V250184 Batch Quantity / . 23530.000units /

Cepus Ne ) Pa3smep cepuy " 23530.000 expnun
Analytical Repovrt No./ . 040002846266 Date of Analysis / . 15.03.2025
AHajMTH4YeCKuUii oTyeT No JlaTa ananuza

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

JaTa npouzBOACTBa TI'ogen go

Mifg. License No. /

TIpousBoacT BeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI"-RU)
Juuexsus Ne

Analysis performed according ND / Ananns nposeaen no H: JIITI-Ne(001336)-(PI'-RU)-251022

Page1of 6/Ctp. 1136

No /

o Test / IloxazaTein

Result / Pesyabrar

Specification / Hopma

1. Description / Onucanne

OJIeAHO-XKENTOro

Homogeneous, transparent, pale-
yellow gel with characteristic odor/
OnHOpOAHBIA  MpO3payuHbIit

refb
LBeTa c

XapaKTECpHBIM 3aIl1axXoM

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor /
OpHopomHEIH TPO3pauHBIl  renb  OT
6eclIBEeTHOro 110 OJIEIHO-KENTOTo LUBETA
C XapaKTePHBIM 3aMaxXoM

2. Identification / UnenTudukanus

Complies as

a) HPLC / BD)KX

prescribed /

CooTBeTcTBYeT TpebOBaHHAM

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 ynepxuBaHus
OCHOBHOIO [MHKa HAa XpoMaTorpamme

HCTIBITYEMOTO pacTBopa JOJIKHO
COOTBETCTBOBATh BpEMEHHU
YAEep>KUBAaHUS OCHOBHOrO MMKa Ha
XpoMaTorpaMmme pacTtBOpa
cTanaaptHoro obpasua HuUMecyIuia
(paznen «KonuuecTseHHOE
orpeieneHue»)

Remarks : The Product conforms to ND/
IIpumeyanne: [IpoaykT cooTBeTcTBYET TpeboBaHusm HJI

Conclusion : APPROVED /
Sakarouenne: OJOBPEHO

Prepared by / / Checked by /
TTonroroeneno: Pravesh Rana )

[IpoBepeno: Pardeep Kumar

Approved by: Manager/Executive /
Opnobpeno: Meuemxep / Pykosoauresns
Amit Kumar L

Lo

Reprint Date /
Hata: 15.03.2025

Reprint Date /
Hara: 15.03.2025

Reprint Date /
Hara: 15.03.2025

Registered Office: 8-2-337, Road No. 2, 8

CiM: L85195AP1984PLCO0S507
www drreddys.com

anjuia Hills, Hyderabad - 500024, Telangan2, India




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIU3A

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

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tei: +51 5816c 5600L-02
www.drreddys.com

Product : I\fi_Sg_Activgel (nimesulide) gel for external use, 1 %, 50 g

Npoaykr: ¥Flaiz® Axrusrens (HuMecy i) res s HapyKHoro npumenenus, 1%, 50t

Market / PiIHok : Russia / Poccus

Batch No. / . V250184 Batch Quantity / . 23530.000units /

Cepus Ne ) Pa3mep cepun © 23530.000 eguHul
Analytical ReDOft No./ . 040002846266 Date of Analysis / . 15.03.2025
AnanutndyeCkuii oruer Ne JlaTa anajin3a

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

HJarTa npou3zBoACTBA Topen no

Mfg. License No. /

IpouspoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
auuensus Ne

Analysis performed according ND / Ananus nposeaen no HJ: JIII-Ne(001336)-(PI-RU)-251022

Page2of 6/Crp. 213 6

No/
Ne

Test / IlokazaTteb

Result / PesyabTaT

Specification / Hopma

b) UV spectrophotometry / Y-
cnektpothoTo MeTpus

Complies as
CooTBeTCcTBYET TpeOGOBAHUAM

prescribed

/

UV absorption spectrum of the test
solution should have absorption
maximum at 39745 nm / Y®-cnektp
NOCJIOUIEHHs HKCIBITYEMOro pacTBoOpa
JIOJDKEH UMETh MAaKCHMYM MOFJIOLUEHHS
npu 397+5 um

3. | Weight of package contents / 51g/51r According to Rus. Ph. / B cooTBeTcTBUM
Macca coaepkHmMoro ¢ TpeboBanusimu 'O PO
YNAKOBKH
4. | pH 3.35 2.5t04.5/0t12,5n04,5
5. | Viscosity / BaskocTb 957.8 centipoise / 400 to 1,200 centipoise /
957.8 canTumnyas Ot 400 go 1200 canTumnyas
6. | Impurities / IIpumecn

ii.

Impurity C / Not detected / He obHapy>keHa Not more than 0.50 % /
[Npumecs C He 6onee 0,50 %
Impurity D / Not detected / He o6Hapy>keHa Not more than 0.50 % /
IMpumecs D He 6omee 0,50 %

Remarks : The Product conforms to ND/
Ipumeuanne: [Tponykr cootsercTByeT Tpebopanuam HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by /
IoaroroeneHo: Pravesh Rana {

P

Checked by /
IIporepeno: Pardeep Kumar

of -

s

Approved by: Manager/Executive /
OnobpeHo: Menemxep / Pykoroautens

Amit Kumar
/

Reprint Date /
Hata: 15.03.2025

Reprint Date /
JHara: 15.03.2025

Reprint Date/
Jara: 15.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4200 2900, Fax: +21 40 4900 2999, Email: mail@drreddys.com

CIM: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s Q.g’.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

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

vill. Khol, Matagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDis
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www.drreddys coim

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoaykr: Haiiz® Axtusrens (HuMecynua) refib A HapyKHOTro npumeHeHns, 1 %, 50 r

Market / Pltok : Russia / Poccus

Batch No. / . V250184 Batch Quantity / . 23530.000units /

Cepus Ne ) Pasmep cepun " 23530.000 ennnuL
Analytical RepOj‘t No./ . 040002846266 Date of Analysis / . 15.03.2025
AHanuTnuecknii oryer Ne JlaTa ananusa

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

JaTa npou3BoAcTBa I'opeH no

Mfg. License No. /

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

Analysis performed according ND / Ananus npoegen no HJL: JIII-Ne(001336)-(PI'-RU)-251022

Page3 of 6/ Ctp. 3 u3 6

;{‘? / Test / Ilokazarenn Result / PesyabTaTt Specification / Hopma
iii. | Any other impurity / 0.08% Not more than 0.50 % /
Jltobas npyras npuMmecs He 60nee 0,50 %
iv. | Total impurities / 0.2% Not more than 1.50 % /
Cymma npumecei He 6onee 1,50 %
7. | Microbial purity* / Mukpo6uoJsiorudeckasi yucrora*®
i. |Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
Ob11ee 4reno a3poObHbIX MUKPO- He 6onee 100 KOE/r
OpPraHU3MOB
ii. | Total Combined Yeast and NA Not more  than 10 CFU/g
mould count / Obuiee yucno He 6onee 10 KOE/r
JIPOMOKEBBIX H [IECHEBBIX
rpuboB
ili. | Pseudomonas aeruginosa NA Should absentin 1 g/
OrcyrcTBUEe B 1 T
iv. | Staphylococcus aureus NA Should absentin 1 g/
OrcyrcTBHE B 1 T
8. | Assay/ KonnuecTBeHHOe onpege/ieHne

Remarks : The Product conforms to ND/

Conclusion ; APPROVED /
3axawuenne: OJJOBPEHO

Ipumeganne: [Iponykt coorpeTcTBYeT Tpebosanusam HJI

Prepared by / .
[Moarorossneno: Pravesh Rana

-

Checked by /
Iposepeno: Pardeep Kumar

OL’."’

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoBoautens
Amit Kumar N~ L_-____,.

Reprint Date /
Hara: 15.03.2025

Reprint Date /
Jara: 15.03.2025

Reprint Date / v
Jara: 15.03.2025

Reaistarad Office: 3-2-357, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, Incia
Tel: 497 40 4200 2900, Fax: +83 40 4903 2999, Email: mail@drreddys.com

CIN: LE5195AP1984PLCO0O4507
www.drreddys.cuni
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CERTIFICATE OF ANALYSIS

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

vVill. Khol, Nalezarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTHOUKAT AHAJIN3A
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icl.

O
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ZOALUL DoUV L v

www. drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Hpoaykr: Haiis® Axtnsress (HUMeCynua) refb s HapykHoro npumenens, 1 %, 50 r

Market / PolHox : Russia / Poccus

Batch No. / . V250184 Batch Quantity / . 23530.000units /

Cepusa Ne ) ' Pasmep cepuu * 23530.000 equHuL
Analytical Repourt No./ . 040002846266 Date of Analysis/ . 15.03.2025
AHaJuTHYeCKHiT oTueT No JlaTa aHaamnsa

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

JlaTa npou3BoACTBA T'ogen no

Mfg. License No. /

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

Analysis performed according ND / Ananus nposegen o HJI: JITI-Ne(001336)-(PI-RU)-251022

Page4 of 6/ Ctp. 43 6

i.‘? { Test / Iloka3zaTenan Result / PesyabTaT Specification / Hopma
Nimesulide / 9.91/9.91 mr 9.0 mg to 11.0 mg of C13H12N>OsS
Humecynn (99.1 %) (nimesulide) (90.0% to 110.0% of label

claim) in 1 g of gel /

O1 9,0 mr go 11,0 mr Ci3H12N20sS
(rumecynun) (ot 90,0 % mo 110,0 % ot
HOMHKHAJILHOTO coiep>kaHus) B 1 r rens

9. | Dimethyl sulfoxide / 99.4 % 90% to 110% of C;:HsOS (dimethyl
JdumerniicynbpokcHg sulfoxide) of label claim /

O1 90 % no 110 % C>HsOS
(nuMeTHICYNbQOKCHT) OT
HOMHHAJILHOTO COAEPXKaHHS

10. | Package / Ynakoska

50 g in a laminated aluminum tube equipped with tamper-evident membrane.
Each tube and a patient information leaflet in a carton. / Ilo 50 r B TyOy n3
JIAMMHMPOBAHHOTO aTIOMMHUS, CHaOXKEeHHYI0 MeMOpaHOH Ui KOHTPOJIA
nepBoro BCkpeiThs. Kaxayro TyOy BMecTe ¢ HHCTPYKUMEH MO MEAUUMHCKOMY

NPUMEHEHUIO NOMEIIAIOT B NAYKY 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.
*IlokazaTeah MOXKET OTCYTCTBOBATH B cepruduKaTe aHaIH3Aa npousBoauTes. Illpoussoaurens

FapaHTHPYET KAa4YeCTBO Npemaparta 1mo 3THM IMoKa3aTeJIsiM.

Remarks : The Product conforms to ND/
Ipumeuanue: IIponykT cootseTcTByeT TpeboBanusam HJI

Conclusion : APPROVED /
3axmwuyenne: OJOBPEHO

Prepared by /
IMoarorosneHo: Pravesh Rana

Checked by /
[Iposepeno: Pardeep Kumar

i

Approved by: Manager/Executive /
Ono6peno: Menesep / PykoBoaurens
Amit Kumar /\,~ =

-

Reprint Date /
Jara: 15.03.2025

Reprint Date /
Hata: 15.03.2025

Reprint Date /
Hara: 15.03.2025

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




Dr.Reddy’s ":‘.

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

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS ~ ~ """ 00 0000
CEPTU®UKAT AHAJTU3A - o 00 o

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

Tponykt: Haii3® Axtusrens (HUIMECYIHI) Telb INIA HAPYXKHOTO NpumeHenus, 1 %, 50 r

Market / PulHok : Russia / Poccus

Batch No. / . V250184 Batch Quantity / . 23530.000units /

Cepus Ne ) Pasmep cepun " 23530.000 ennnmiy
Analytical Repourt No./ . 040002846266 Date of Analysis / . 15.03.2025
AHanuTHYeCKHii 0TYeT No JlaTa ananm3a

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

JlaTa npou3BoOACTBa Topen oo

Mfg. License No. /

IIpouseoacTBeHHas : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
nuuenzus Ne

Analysis performed according ND / Auaaus nposeaen no HI: JITI-Ne(001336)-(PT'-RU)-251022

PageS50f6/Ctp. 5u3 6

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

Nimesulide / Humecynun

API manufacturer batch number /
Howmep cepun nponzpoauress APC:

NMS/14120876

FP Manufacturer API Batch number /
Howmep cepuu cybcTanuuu
npoussoaurens I'JID:

FERAO00751

API Manufactured by & country /
IIpomssoaurennr A®C, crpaHa:

Aarti Drugs Ltd., India /
Aapru Jlparc JIta., Auaus

Name, address, authorization No for
FP manufacturing site / Control site /
Release site /

HaumeHoBaHHe, aipec H HOMep
JIMIEHIHH IUIOINATKH,
OCyLIeCTBIAIOEH

N POH3BOJACTBO/KOHTPOJIb
kadyecTBa/Boinyck I'JI® /

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan (HP) 173205, India (License No MNB/05/263) /
I-p Peanu’c Jlaboparopuc JItn., Uaaus,
[MpousBoacTBeHHoe mogpasaenenue-6, Bunnamwk Kxoib,
Hanarapx Poya, bBagnu, Conan Juctpukr, X.I1. 173205,
Hupusa (JInuensus Ne 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

Remarks : The Product conforms to ND/

Ipumeuanue: [IpoaykT coorBeTcTBYeT Tpeboanusm HJI

Conclusion : APPROVED /
Zaxmwouyenne: OJOBPEHO

Prepared by / / Checked by /

IMoarorosneno: Pravesh Rana |

[MpoeepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBoautens
Amit Kumar f\(/ —

.I /

Reprint Date /
Hara: 15.03.2025

Reprint Date /
Jata: 15.03.2025

Reprint Date / \
Jlata: 15.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +971 40 4900 29C0, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CiM: L85195AP1984PLC004507

www.drreddys.com




Dr. Reddy's Laboratories Ltd.

Qe
2 °® Formulation Unit-6
Dr° Reddy S ‘-‘ vill. Khol, Malagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS . . cracsecnni o
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T, T LuiUe S o

CEPTHUPHUKAT AHAJIU3A \:v\rvw.d rreddys.com

Product : NMtivgel (nimesulide) gel for external use, 1 %, 50 g

Ipoaykr: Hait3® AkTHBrenb (HUMECYIIIL) renk JUIA HAPYKHOTO npuMeneHns, 1 %, 50 r - |
Market / Pulnok : Russia / Poccus

Batch No. / . V250184 Batch Quantity / _23530.000units /

Cepnst Ne ) Paszmep cepun " 23530.000 exrHML
Analytical Repovrt No./ . 040002846266 Date of Analysis / . 15.03.2025
AHaanTHYeCKnii oTyet Ne JlaTa ananusa

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

JlaTa npou3BoACTBa I'ogeH a0

Mfg. License No. /

[IpouspoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
nunensnsa Ne

Analysis performed according ND / Ananus nposegen no HJ: JITI-Ne(001336)-(PT-RU)-251022

Page 6 of 6/ CTp. 6 13 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 establishedy.

3aKi09eHne 0 cooTBeTcTBHM: «HacToSsIIUM s TOATBEPXK/1ak0, YTO MPHUBEAECHHAs BbIlIe HHOOPMAIUs ABIIIETCA
JIOCTOREPHOHW W TOYHOM. DTa CepHsl MPOAYKIIMM NPOU3BENeHa (BKIIOYAs YIAKOBKY (MapKMPOBKY) M KOHTPONb
KayecTBa) Ha BBIMICYKa3aHHOH IIPOM3BOJCTBEHHOH IUIOIaAKe (IUIOIIAAKaX) B ITOJIHOM COOTBETCTBHH C
TpeGoBanuaMu [IpaBi Ha/UIeKalllel TPOU3BOICTBCHHON MPAaKTUKH EBpa3sHicKOro 35KOHOMUYECKOro coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceuntsibps 2022) u TpeOOBaHMAMH KOHTpOJII KadeCTBa JIEKAPCTBEHHBIX
CpPEJICTB, a TAKXKEe B COOTBETCTBHH CO CHEIH(PUKAIMAMHU, COAEPKAIUMHUCA B PETUCTPAIIMOHHOM JIOChE CTPaHBI-
UMIIOpTEPA. 3alMCH 10 NMPOU3BOJICTBY, YIIAKOBKE W aHAIM3Y IPOBEPEHBI, U YCTAHOBIEHO MX COOTBETCTBHE
TpeGoBanusaM [IpaBun Hajexamel IPON3BOACTBEHHOH NIPaKTHKH EBPa3sHIiCKOr0 SKOHOMHYECKOIO COXO3a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Ipoaykr coorBercrByeT TpeboraHmsam HJ 3axmouenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioaroroeneno: Pravesh Rana ITporepeno: Pardeep Kumar Ono6peno: Menezpkep / PykoBoautes
¥
7 l Amit Kumar bl
CS—7 /v /

Reprint Date / Reprint Date / Reprint Date / !
HaTa: 15.03.2025 Jata: 15.03.2025 Hara: 15.03.2025

Reoistared Offica: 8-2-337, Road iNo. 3, Banjara Hills, Hyderabad - 500034, Telangana, Inidia
Tel: +871 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



