Dr.Reddy’s Q‘:’

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

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

CERTIFICATE OF ANALYSIS ! .91 95166 55001-02

CEPTUOPUKAT ABHAJIU3A www.drreddys.com

Product : N1g€ Activgel (nimesulide) gel for external use, 1 %, 50 é_

Tpoaykr: Haliz® Akrusrens (HUMeCyIH) TeNb [T HAPYXKHOTO npyuMeHenus, 1 %, 50T

Market / PurBok : Russia / Poccus

Batch No. / . V250489 Batch Quantity / . 23530.000units /

Cepusa Ne ) Pazmep cepun © 23530.000 equHHL
Analytical Repourt No. / . 040002969774 Date of Analysis / . 2506.2025
AHaaurnyecknii oTyeT No JlaTa ananu3a

Date of Manufacture / . 06/2025 Date of Expiry / . 052027

JaTa npou3BoaACTBa Toped oo

Mfg. License No. /

IIpouseoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JuueH3us Ne

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

Pagel1of 6/Crp. 1u3 6

i? / Test / IlokazaTenb Result / PezyabTar Specification / Hopma
1. Description / Onucanne Homogeneous, transparent, pale- | Homogeneous, transparent, colorless to

OJIe THO-KENTOTO [BETA
XapaKTepHbIM 3aMaxomM

yellow gel with characteristic odor/ | pale-yellow gel with characteristic odor /
OnHoponusifi npo3pauHbiii  rens | ORHOPOAHBIM NpO3pauHbId  rejip  OT

¢ | BeclBEeTHOrO A0 OJIEAHO-KENTOrO UBETA
C XapaKTePHbIM 3aI1aXxoM

2. Identification / UpesTudukanns

a) HPLC / BOXX Complies as prescribed
COOTBETCTBYET TPEOOBAHHAM

/| 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 ynepixupaHuA
OCHOBHOT'O [MHKAa Ha XpoMarorpamme
UCTIBITYEMOTO pacTBopa JIOJDKHO

COOTBETCTBOBATH BpPEMEHH
yAep>KUBaHHS OCHOBHOIO IMKa Ha
XpomarorpaMme pactBOpa
cTaHaapTHoro ofpasua HUMECYJIMIA
(pazmen «KonuuecTpeHHOE
OTIpe/IeIICHHE)

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeyanne: [Mpoaykrt cooTBeTcTBYET TpeboBaHusam HJT 3axirouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneno: Ramakant - [Mposepeno: Pardeep Kumar OnobpeHo: Menemxep / Pykoroautens
( , Amit Kumar \
L - A
Reprint Date / Reprint Date / Reprint Date / i
Jlata: 25.06.2025 Hara: 25.06.2025 Jara: 25.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com

CIN- 1 RS1QRAP19R4API CNNAN07
www.drreddys.com
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDiA
Tei:+91 938166 56001-02

www.drreddys.cam

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

Mpoaywkr: Haiiz® AkTUBrens (HiMecyJil) Tenb [ATA HAPYKHOIO nphMenerus. 1 %, 50 r

Market / PorHok

: Russia / Poccus

Batch No. / . V250489 Batch Quantity / . 23530.000units /

Cepus Ne ) Pasmep cepuu ' 23530.000 egunun
Analytical Repovrt No./ . 040002969774 Date of Analysis / . 25.06.2025
Avdanurndeckuii oryer Ne JlaTa aHanu3a

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

JlaTa npon3BoacTBA T'ogen no

Mfg. License No. /

IIpouseoacTBeHHAR : MNB/05/263 MA number: / Homep PY : JHI-Ne(001336)-(PI-RU)
JuueHsus Ne

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

Page2 of 6/ CTp. 2 3 6

No /

No Test / Iloka3zaren

Result / PesyasTar

Specification / Hopma

b) UV spectrophotometry / Y O-
cnekTpodoTo MeTpus

Complies as prescribed /
CooTBeTCTBYET TpeOOBaHMAM

UV absorption spectrum of the test
solution should have absorption
maximum at 3975 nm / Y®-cnektp
MOrJIOUIEHHS UCTIBITYEMOIO  pacTBopa
JIOJbOkeH UMETh MaKCHMYM MOTJIOUECHUS
npu 397+5 M

3. | Weight of package contents / Slg/Slr According to Rus. Ph. / B cooTBeTcTBIM
Macca coaep:kumMoro ¢ Tpebopauusmu ['® PO
YNAaKOBKH

4. | pH 3.36 2.5t04.5/012,5 n04,5

5. | Viscosity / BsazkocTb

943.5 centipoise /
943.5 caHtvIyas

400 to 1,200 centipoise /
Ot 400 go 1200 cantunyas

6. | Impurities / [Ipumecn

i. | Impurity C/ Not detected / He oOnapyxeHa Not more than 0.50 % /
ITpumecs C He 6onee 0,50 %
ii. | Impurity D/ Not detected / He 0OHapyxeHa Not more than 0.50 % /

Ilpumece D

He 60see 0,50 %

Remarks : The Product conforms to ND/
Ipumeuanne: Tlpoaykr cooTBeTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3aknwuenne: OJJOGPEHO

Prepared by /
IToaroroenedo: Ramakant

s

Checked by /
IIposepeno: Pardeep Kumar

—

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoBoguTens

Amit Kumar A
N

Reprint Date /
Jara: 25.06.2025

Reprint Date /
Jara: 25.06.2025

Reprint Date / !
Jara: 25.06.2025

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

CIN. L85125AP1904MLC004507
www.drreddys.com




Dr.Reddy’s €¢

Dr. Reddy's Laborateries Ltd.
Formutlation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIiA

CERTIFICATE OF ANALYSIS e : 12108166 55001-02

CEPTUOPUKAT AHAJIU3A

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
|Mpoayir: Haliz® Akrusrens (HHMECYIH) Felb VT HAPYAKHOTO npuMeneHns, 1%, 50 T

JMieH3us Ne

Market / PbrHok : Russia / Poccus

Batch No. / . V250489 Batch Quantity / . 23530.000units /

Cepus Ne ’ Pa3zmep cepun © 23530.000 enquHuML
Analytical RepOft No./ . 040002969774 Date of Analysis / . 25.06.2025
AHanuTu4yecKuii oTueT No JaTta anajau3a

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

JlaTa npousBoaCcTBa Fopen o

Mfg. License No. /

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

Analysis performed according ND / Ananus nposeaex mo H/I: JITI-Ne(001336)-(PT-RU)-251022

Page30f 6/ Ctp. 3136

CymmMma npuMeceit

;? / Test / IlokazaTenn Result / PesynbTaTt Specification / Hopma
iii. | Any other impurity / 0.03% Not more than 0.50 % /

Jlrobas npyras npuMech He 6onee 0,50 %
iv. | Total impurities / 0.1% Not more than 1.50 % /

He 601ee 1,50 %

7. | Microbial purity* / Mukpo6nonoraueckasi 4ncTora*

i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
O61ee uncio a3pOOHBIX MUKPO- He 6oniee 100 KOE/r
OpraHU3MOB
ii. | Total Combined Yeast and NA Not  more than 10 CFU/g
mould count / Obee urcno He 6onee 10 KOE/r
JIPOMOKEBBIX H INIECHEBBIX
rpudoB
ili. | Pseudomonas aeruginosa NA Should absentin 1 g/
OtcyrcTBue B 1 r
iv. | Staphylococcus aureus NA Should absentin 1 g/

OrcyrcTBHEe B 1 T

8. | Assay/ KonnyecTBeHHOe olpeaesIeHHe

Remarks : The Product conforms to ND/

ITpumeuanne: TIpoaykT coorBeTcTRYET Tpeboranuam HJI

Conclusion : APPROVED /
Jaxmouenne: OJIOBPEHO

Prepared by /
IToaroroeneHo: Ramakant

piY

Checked by /
[Iposepeno: Pardeep Kumar

Approved by: Manager/Executive /

Onobpeno: Menemxep / PykoBogurens

Amit Kumar L
N

Reprint Date /
Jara: 25.06.2025

Reprint Date /
Jara: 25.06.2025

Reprint Date / !
Jara: 25.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telarigana, india
Tel: +91 40 4900 2900, Fax: +91 46 4900 2999, Email: maii@drreddys.com

CIN: L85185AP1984PLC0O04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIU3A

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

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

Tei: +91 951606 56001-C2

www.drreddys.com

Product : Nis¢ Activéel_(nir;lgsﬁlide) gel for external use, 1 %, 50 g

Mpoayxkr: Haiis® Axtusrens (HUIMECYH) resib 1l HAPYXKHOro puMereHns, 1 %, 50 r

Market / PuiHok : Russia / Poccus

Batch No. / . V250489 Batch Quantity / . 23530.000units /

Cepus Ne ) Pazmep cepun " 23530.000 equnun
Analytical RCDOft No./ . 040002969774 Date of Analysis / . 25.06.2025
AHanuTHYecKHii oTdyeT No JlaTa aHa/iu3a

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

JaTa npou3BOicTBa Iopen no

Mfg. License No. /

IpousBoacTBEHHAS : MNB/05/263 MA number: / Homep PY : JIlI-Ne(001336)-(PI"-RU)
JHueH3Hs Ne

|Analysis performed according ND / Ananu3 nposegen no HJL: JIIT-Ne(001336)-(PT'-RU)-251022

Paged4 of 6/ CTp. 4 u3 6

;? / Test / ITokazaTenb Result / PesyasTar Specification / Hopma
Nimesulide / 9.96 mg/ 9.96 mMr 9.0 mg to 11.0 mg of Ci3H12N20sS
Humecynun (99.6 %) (nimesulide) (90.0% to 110.0% of label

claim) in 1 g of gel /
Ot 9,0 mr no 11,0 mr C;3H12N2OsS
(aumecymun) (ot 90,0 % 10 110,0 % ot
HOMMHANBHOTO COJEP>KaHus) B 1 r rens
9. | Dimethyl sulfoxide / 98.9 % 90% to 110% of C2HeOS (dimethyl
JuMeTHiIcyIb(pOKCH sulfoxide) of label claim /
Ot 90 % po 110 % C,HsOS
(amMertuncynbokcHa) ot
HOMHHAJILHOTO COACPIKaHMs:
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. / ITo 50 r B TyOy u3
JIAMUHUPOBAHHOIO ATIOMHHUS, CHabXXeHHY0O MeMmOpaHO# UIs KOHTpPOJIS
nepeoro BekpbiTHA. Kaxkayto Ty0y BMecTe ¢ HHCTPYKUMEH 0 MeJULIMHCKOMY
MPUMEHEHHIO TIOMEIIAIOT B MaYKy 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.

*[IoxazaTeiab MOXeT OTCYTCTBOBATH B cepTH(HKaTe aHanu3a npoussoauTtens. Ilponssoaurenn
rapaHTHPYeT Ka4ecTBO NpenapaTa no 3THM NoKa3aTeJIfiM.

Remarks : The Product eonforms to ND/
ITpumeyanne: IIponykT cooTBeTCTBYeT TpeboBaHmaM HJJ

Conclusion : APPROVED /
3akmwouenne: OJJOBPEHO

Prepared by /
[Tonrororneno: Ramakant

bt

Checked by /
[IpoepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykopogurens
Amit Kumar

) AL
N

Reprint Date /
Jara: 25.06.2025

Reprint Date /
Hara: 25.06.2025

Reprint Date /
Jara: 25.06.2025

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: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ‘g‘.

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTU®UKAT AHAJIM3A  \w.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
[Mpoaykr: Haliz® AxruBrens (HuMecysiin) reb [is HapyiHOTO npiMeHenud. 1%, 50 r

Market / PbrHok : Russia / Poccus

Batch No. / . V250489 Batch Quantity / _23530.000units /

Cepust Ne ) Paszmep cepuu " 23530.000 enuHun
Analytical Repourt No. / . 040002969774 Date of Analysis / . 25.06.2025
AHasmTHyecKuii oryer Ne JlaTa ananusza

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

HdarTa npou3sBoacTBa TI'onen no

Mfg. License No. /

IIponsepoacTBeHHas : MINB/05/263 MA number: / Homep PY : JII1-Ne(001336)-(PI™-RU)
Jquuen3us Ne

Analysis performed according ND / Ananu3 nposened no HJ/L: JITI-Ne(001336)-(PI'-RU)-251022

PageS5of 6/ Ctp. 51u3 6

API name (INN) / HaumenoBanne ADC
(MHH):

Nimesulide / Humecyaun

API manufacturer batch number /
Homep cepun npoussoguteas APC:
FP Manufacturer API Batch number /
Homep ceprn cyGcTaHIHA
npousogurensa I'JIdD:

NMS/125020170

FESA00190

API Manufactured by & country /
Hpoussoaurenan A®C, crpaua:

Aarti Drugs Ltd., India /
Aapru [parc JIta., Uanus

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

HaumeHoBanue, agpec H HOMEP
JIHIEH3HH MJIOIA/IKH,
ocyuecTBIA IO eit

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan (HP) 173205, India (License No MNB/05/263) /
H-p Pennu’c JlaGoparopuc JIta., Uuaus,
IpousBoacTeeHHOE Noapasnenenne-6, Bumnamk Kxons,
Hanarapx Poyn, banau, Conan JQuctpukr, X.I1. 173205,

NPOH3BOACTBO/KOHTPOJIbL
kavectsa/Boimyck ['JID /

Hnpua (JIuuenszus 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

Reanarks : The Product conforms to ND/
Ipumeuanne: Tlpoaykr cooTsercTBYeT Tpebopanusm HJL

Conclusion : APPROVED /
3akarouenune: QJOBPEHO

Prepared by / Checked by /
ITonrorosneno: Ramakant

T Ilpoeepeno: Pardjg_/
h ‘L}} g =

Approved by: Manager/Executive /

Kumar Onobpeno: Menemxep / Pykosogurens
Amit Kumar )
A
./

Reprint Date /
Jara: 25.06.2025

Reprint Date /
Jara: 25.06.2025

Reprint Date / Y
Hara: 25.06.2025

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: mait@drreddys.com
CIN: L85185AP1984PLC004507
www.drreddys.com

| = —



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

&e
DI'. Reddy’s ‘... vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, iNCiA
CERTIFICATE OF ANALYSIS 1. 101938166 5600102
CEPTUOPUKAT AHAJIM3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g -
Hpoaykr: Haiis® AktyBreb (HUMECYIIH) Teb IS HAPYHKHOTO NpHMEHerus, 1 %, 50 T D
Market / Pu1Hok : Russia / Poccus

Batch No. / . V250489 Batch Quantity / . 23530.000units /

Cepusi Ne ' Pa3zmep cepun * 23530.000 enuuuLy
Analytical Repovrt No./ . 040002969774 Date of Analysis / . 25.06.2025
AHaJIUTHYeCKHii oTueT No JlaTa anaausa

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

JlaTa npou3BoacTBa Topen go

Mfg. License No. /

IIponsBoacTBeHHas : MNNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JuueH3ust Ne

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

Page 6 of 6 / CTp. 6 43 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 established».

3aK/I04YeHne 0 COOTBETCTBHH: «HacToAmuM s IOATBEPIKIAL0, YTO NPUBEACHHAS BBIIIE HHGOPMALUs SBIISETCS
JIOCTOBEPHON M TOYHOM. DTa cepHsi NPOIAYKIHH IIPOU3BENeHa (BKIIOYAs YMAaKOBKY (MapKHPOBKY) U KOHTPOJb
KauecTBa) Ha BBIIIEYKA3aHHOW MPOM3BOJCTBEHHOM Ilomaake (IUIOIAJKaxX) B IOJHOM COOTBETCTBHH C
TpeboBaHusaMu [IpaBuin HaIEKAIEH IPOU3BOACTBEHHON MpakTHKK EBpasuiickoro SKOHOMHYECKOTo coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsibps 2022) u TpeOOBaHHUAMH KOHTPOJII KayecTBa JIEKApCTBEHHBIX
CpeJICTB, a TAKke B COOTBETCTBHHU CO CHEU(UKALMAMHE, COAEPKAIIMMHUC B PETUCTPAIMOHHOM J0ChE CTPaHEI-
UMIIOpTEpa. 3aluCH IO NPOU3BOJACTBY, YIAKOBKE W aHAJIU3y NPOBEPEHBI, M YCTAHOBJIEHO HX COOTBCTCTBHE
tpebopanusam [IpaBuir HauIexKaleH IPOU3BOACTBEHHOM IPaKTHKH EBpasuiCKOro 3KOHOMHYECKOTO COI03ay.

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

Ipumeuanne: Tlpoaykr coorBercTByeT TpeboaHuaM HJT 3axmwouenne: OJOBPEHO

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

[Noarotorneno: Ramakant _a“ ITpoeepeno: Pardeep Kumar Ono6peno: Menemkep / PykoBorutesb
(D hel) Amit Kumar e

Reprint Date / ' Reprint Date / Reprint Date / |

Hara: 25.06.2025 Jara: 25.06.2025 Jara: 25.06.2025

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: L85125AP1984PLCO04507
www.drreddys.com



