Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

CEPTHDPUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 $8166 56001-02
www.drreddy:.com

Product : Nl:ge Activgel (nimesulide) gel for external use, 1 %, 50 g

Hpoaykr: Haiz® Axkrusresb (HUMeCYIHA) Telb IS HapyXHOro npuMenenus, 1 %, 50 T -
Market / PriHok : Russia / Poccus

Batch No. / . V250485 Batch Quantity / . 23530.000units /

Cepus Ne ' Pasmep cepun © 23530.000 enunuL
Analytical RepOft No./ . 040002967190 Date of Analysis / . 25.06.2025
AnajqnTnyeCkuil oryer Ne JlaTa aHanusa

Date of Manufacture / . 05/2025 Date of Expiry/ . 04/2027

JlaTa npou3BOICTBA Toaen g0

Mfg. License No. /

IlpouspoacTBeHHas : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JiMueHsus Ne B

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

[ No/

Test / Iloxa3zaTeanb
Ne

Result / PesyabTar

Page10of6/Ctp. 1136

Specification / Hopma

1. Description / Onucanne

Homogeneous, transparent, pale-
yellow gel with characteristic odor /
OpHOpOAHBEIH MpO3payHBIi  reib
6J1eIHO-KENTOro BeTa c
XapaKTepHBIM 3aIaxoM

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor /
OpHOpOOHBIA TMpPO3payHBId  Treib  OT
6GEeCHBETHOTO A0 OJISTHO-KENTOro [IBETA
C XapaKTePHBIM 3a11axoM

2. | Identification / MpenTnpuxanus

a) HPLC / BDXKX

Complies as prescribed /
CoortBeTcTBYET TpeOOBaHUAM

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) / Bpemsa ynepxuBaHuUs
OCHOBHOIO TMKAa Ha XpoMarorpamme

HCMBITYEMOT0  pacTBOpa JOJDKHO
COOTBETCTBOBATh BPEMEHM
yIAep>KUBaHUA OCHOBHOTO THKAa Ha
XpoMarorpamme pacTrBopa
cranjiaptHoro obpasna HHMeCYIHAa
(paznen «KonuuecTBeHHOE
omnpeeNicHHEN)

Reamarks : The Product confarmsto ND/

Ipumeuanue: TlpoaykT cooTBeTcTBYeT Tpebopanusam HJI

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO

Prepared by /

TMoarororneHo: Ramakant

3

I

Checked by /
IIpoepeno: Pardeep Kumar

Approved by: Manager/Exccutive /
Ono6peno: MeHemxkep / PykoBonurens

Amit Kumar /\ N

—

Reprint Date /
Jara: 25.06.2025

Reprint Date /

JaTa: 25.06.2025

Reprint Date / i
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: maii@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q:’

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

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

CERTIFICATE OF ANALYSIS

~ www.drreddys.com B B
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr: Haiis® AkruBrens (HUMECYNIHA) TeNlb /Ul HAPYXHOTO NpuMeHeHus, 1 %, 50 r -
Market / Poinok : Russia / Poccus
Batch No. / . V250485 Batch Quantity / . 23530.000units /
Cepus Ne ) Pa3mep cepuun * 23530.000 equnHui
Analytical Repourt No./ . 040002967190 Date of Analysis / . 25.06.2025
AHaJauTHYeCKuii oTYeT Ne Jara aHanusa
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
JlaTa npousBoACTBA Ionen o
Mfg. License No. /
IIpouzBoacTBeHHAS : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
Jnuenzua Ne - - |
| Analysis performed according ND / Anajn3 nposeaen no HJL: JIIT-Ne(001336)-(PT-RU)-251022

| No/

o Test / ITokazaTeanb

Result / PesyabTat

Page2 of 6/ Crp. 2 m3 6

Specification / Hopma

b) UV spectrophotometry / Y-
CIeKTPOOTO METPHS

Complies as prescribed
CooTBeTcTBYET TpeGOBAHUAM

/| UV absorption spectrum of the test
solution should have absorption
maximum at 3975 nm / Y®-cnektp
NIOTJIOLIEHHS HCIIBITYEMOro  pacTBopa
JOJDKEH UMETh MAKCHUMYM IIOTJIOLICHUS
npu 39745 um

3. | Weight of package contents / 50g/50r According to Rus. Ph. / B cooTBeTcTBHH
Macca cogep:KnMoro ¢ Tpeboanusamu I'® PO
YHAKOBKH

4. | pH 3.37 2.5t04.5/0t12,5 04,5

5. | Viscosity / Bazkocth

924.8 centipoise /
924.8 caHTumya3

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

6. | Impurities / [Ipumecn

i. | Impurity C/ Not detected / He oOHapyxeHa Not more than 0.50 % /
IMpumecs C He 6onee 0,50 %

ii. | Impurity D/ Not detected / He oOHapyskeHa Not more than 0.50 % /
ITpumecs D He 6onee 0,50 %

Remarks : The Product conferms to ND/
IIpumeyanne: TIpoaykr coorBeTcTBYET TpeboBaHusam HJL

Conclusion : APPROVED /
3akawuenue: OJJOBPEHO

Prepared by /
Noarororneno: Ramakant

W

Checked by /
[Mpoeepeno: Pardeep Kumar

g —

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBoaurenb
Amit Kumar /k/ L

Reprint Date /
Hara: 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, 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

Analysis performed acc_o;ding ND / Ananus nposeaed no HJ: JITI-Ne(001336)-(PT'-RU)-251022

CERTIFICATE OF ANALYSIS
CEPTH@I/IKAT AHA.]II/I:;A Tel : +21 58166 56001-02

— - www.drrecdys.com o B
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoayxr: Haiis® AxTuBrens (HUMECYJIHA) refb [l HApYXHOTo npumeHeHws, 1 %, 50 -
Market / Plnok : Russia / Poccust
Batch No. / . V250485 Batch Quantity / . 23530.000units /
Cepus Ne ) Pasmep cepun * 23530.000 enunuL
Analytical Repoz*t No./ . 040002967190 Date of Analysis / . 25.06.2025
AHanuTH4eckmii oTyeT Ne JlaTa aHaaun3a
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
JlaTa npou3BoACTBA Toaex ao
Mfg. License No. /
IlpousroacTrBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JuueH3us Ne R

Page3 of 6/ Crp. 313 6

E.‘? 1 Test / IlokazaTenn Result / PesynbTar Specification / Hopma
iii. | Any other impurity / 0.04% Not more than 0.50 % /

Jio6as apyras npumech He 6onee 0,50 %
iv. | Total impurities / 0.0375% Not more than 1.50 % /

Cymma npumecei He 6onee 1,50 %

7. | Microbial purity* / Makpo6noJioru4eckasi 4acToTa*

i. |Total Aerobic Microbial Count / NA Not more than 100 CFU/g/
Obuiee yucio a3poOHBIX MUKPO- He 6onee 100 KOE/r
OpraHU3MOB

ii. | Total Combined Yeast and NA Not  more  than 10 CFU/g /
mould count / Ob1ee uucio He 6onee 10 KOE/r
JPOMOKEBBIX U MIECHEBBIX
rpuboB

iii. | Pseudomonas aeruginosa NA Should absent in 1 g/
OtcyrcTBUe B 1 T

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

8. | Assay/KonnyecTseHHOe onpenesieHHe

Reanarks : The Product conforms to ND/
ITpsmeaanne: [IponykT cooTBercTBYET Tpebopanusam HJI

Conclusion : APPROVED /
3akmwuenne: OJOBPEHO

Prepared by /
ITonroroeneHo: Ramakant

Dt

Checked by /
Iporepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBonurens

Amit Kumar /\/,/L
/

Reprint Date /
Jara: 25.06.2025

Reprint Date /

Jara: 25.06.2025

Reprint Date / L
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: L85195AP1984PLC004507

www.drreddys.com



Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.

Formuliation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel ; +91 98166 56001-02
www.drreddys.com

Product : Nist Activgel (nimesulide) gel for external use, 1 %, 50 g
Iponykr: Flais® Axrusrens (HiMecynii) refb A Hapy/iKHOTo nipiMenerns. 1 %. 50 ¢

Market / PThok : Russia / Poccus

Batch No. / . V250485 Batch Quantity / . 23530.000units /

Cepns Ne ) Pazmep cepnu © 23530.000 equHuL
Analytical Repovrt No./ . 040002967190 Date of Analysis / . 25.06.2025
AHaauTH4yeCKuii oT4yer No Jlata ananusa

Date of Man Ufacture / . 05/2025 Date of Expiry / . 04/2027

JaTa npon3sBoicTBA TI'open no

Mfg. License No. /

IIpousBoacTBeHHAS : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
auuensus Ne B

Analysis performed according ND / Anannus npoegen no HJI: JII-Ne(001336)-(PI'-RU)-251022

Paged4 of 6/ Crp. 4u3 6

i‘? / Test / Iloka3zaTeb Result / PesyasTar Specification / Hopma
Nimesulide / 10.02 mg / 10.02 mr 9.0 mg to 11.0 mg of C13H12N>OsS
Humecynun (100.2 %) (nimesulide) (90.0% to 110.0% of label

claim)in 1 g of gel /

ot 9,0 MI" 10 11,0 MI" C13H12N205S
(unmecyiun) (ot 90,0 % no0 110,0 % ot
HOMMHAJILHOT'O cofepkaHus) B 1 r rens

9. | Dimethyl sulfoxide / 98.8 % 90% to 110% of C;HsOS (dimethyl
JumeTnicyasporcnn sulfoxide) of label claim /

Ot 90 % no 110 % C;HsOS
(mumetuncyns¢hOKCeH) OT
HOMHMHAJIBHOTO COJIep KaHHsA

10. Packa_ge / YnakoBka

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 TY6y u3
JIAMHHHPOBAHHOTO AJIFOMHUHUS, CHaO)XeHHyI0 MeMOpaHOH [is KOHTpOIs
nepeoro BCkpoiTHi. Kaxmyro Ty6y BMecTe ¢ HHCTpYKIMEH 110 MEAULUHHCKOMY
NpHUMEHEHHIO IIOMEILAI0T B MUKy 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.
*[loxa3aTe/ b MOXKET OTCYTCTBOBATEH B cepTH(HKaTe aHAIN3A nponu3BoauTens. Ilponssoanrean

rapaHTHpyeT Ka4ecTBO Npenapara 10 3THM I0Ka3aTesIM.

Remarks : The Product conforms to ND/
Ipumeuanne: [Iponykr coorBeTcTBYET Tpebopanmsm HJI

Conclusion : APPROVED /
3axmouenune: ONOBPEHO

Prepared by / Checleed by /
Ioaroroesneno: Ramakant

IpoeepeHo: Pardeep Kumar

=

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

Amit Kumar /\/’\/

Reprint Date /
Jara: 25.06.2025

Reprint Date /
Jara: 25.06.2025

Reprint Date/ !
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: mail@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUO®UKAT AHAJIM3A

Tel : +91 £8166 56001-02

www.drreddys.com

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

Mpoaykr: Haiis® Akrusrens (HUMECYNIUA) restb A HApY/KHOTO npuvenenns, 1 %, 50 r o

Market / PuItok : Russia / Poccus

Batch No. / . V250485 Batch Quantity / . 23530.000units /

Cepus Ne ' Pasmep cepun * 23530.000 enunuI
Analytical Rep03't No. / . 040002967190 Date of Analysis / . 25.06.2025
AHAJHUTHYECKHIT OT4HeT No JlaTa aHanmsa

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027

Jdata npousBoacTBa TI'ogen no

Mfg. License No. /

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

Analysis performed according ND / Anasnu3 nposegen mo HJI: JITI-Ne(001336)-(PT-RU)-251022

PageS5of 6/ Crp. 513 6

API name (INN) / HaumenoBanne ADC

Nimesulide / Humecynun

Homep cepuu cyOcTaHIHH
nponssogurens I'JIP:

 (MHH):
API manufacturer batch number / NMS/125020170
Homep cepnu npoussoautens A®C:
FP Manufacturer API Batch number /
FESA00190

API Manufactured by & country /
Ipoussoauteanr ADC, crpana:

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

Release site /

HanMmenosaHue, agpec H HOMep
JIHIEH3HH ILIOIMANKH,
OCYIIEeCTBISIOLIEH
NPOH3BOJACTBO/KOHTPONB
kadecrsa/Boinyck LJI® /

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

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan (HP) 173205, India (License No MNB/05/263) /
H-p Penmu’c Jlaboparopuc JIta., Unaus,
[MpoussoacTBeHHOE NoapaszaeneHye-6, Bunnamx Kxons,
Hanarapx Poyn, Bagmu, Conan Qucrpuxr, X.I1. 1732035,
Hupusa (JTauensus 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/

Ipumeuaunne: [IponykT coorsercTByeT TpeboBanuam HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /

Choclcod by /

IMoxrorosneHo: Ramakant M ITpoeepeno: Pardeep Kumar

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

Amit Kumar L
“L"C’ |'J\ AT

Reprint Date /
Hara: 25.06.2025

Reprint Date /
Jlarta: 25.06.2025

Reprint Date / |
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: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

0. > Formulation Unit-6
& Vill. Khol, Nalagarh Road, Baddi,

?
Dr‘ Reddy s q- Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS , ~
CEPTUDUKAT AHAJHA3A  [© i +91 98166 56001-02
. www.drrecdys.com B

Product : Nis¢ Activgel (nimesulide) gel for external use, 1 %, 50 g
Mponykr: Haliz® Axrusrens (HumMecymni) resb Ui HAPYRHOTO puMeHenss, 1 %, 50 T -
Market / Pe1Hok : Russia / Poccus
Batch No. / . V250485 Batch Quantity / . 23530.000units /
Cepus No ) Pazmep cepuu " 23530.000 enunui
Analytical ReDOj‘t No./ . 040002967190 Date of Analysis / . 25.06.2025
AHanuTnueCKuii oruer Ne JlaTa anannza
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
JlaTa npou3zBOCTBA T'onen oo
Mifg. License No. /
IIpouspoacTBeHHAas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)~(PT-RU)
JIHNeH3ust Ne
Analysis performed according ND / Anaan3 nposeaed no HJ: JIT-Ne(001336)-(PT"-RU)-251022

Page 6 of 6 / CTp. 6 3 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».

3aka04eHHe 0 c00TBeTcTBHH: «HacTodIuM s OATBEPIKAAF0, YTO MPUBEICHHAs BhIIe HHPOpMaNKs ABIfeTCS
IOCTOBEPHOM M TOYHOM. DTa CepHs HPOAYKIMH NPOU3BEAeHA (BKIIOYAs YIAKOBKY (MapKMPOBKY) M KOHTPOIb
KadecTBa) Ha BHINIEYKA3aHHOM NPOM3BOACTBEHHOH IUIOINaake (IUIOMAaAKax) B IIOJHOM COOTBETCTBUHM C
TpebGoBanusiMu [IpaBui Harexamel IpOH3BOACTBEHHOM IpakTHKK EBpasHiiCKOro SJKOHOMHYECKOTO coo3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents6ps 2022) u TpeOOBaHHUSIMH KOHTPOJIA KadyecTBa JIEKAPCTBEHHBIX
CpEICTB, a TAKXKE B COOTBETCTBHH CO CIENHPHKAMAMHE, COAESPHKAITHMMHUC B PETHCTPALHOHHOM JIOCHE CTPaHBI-
AMIIOpTEpa. 3alMCH O IIPOM3BOJICTBY, YNAKOBKE M aHAIN3Y IIPOBEPEHBI, H YCTAHOBJIECHO HX COOTBETCTBHE
TpeGoBanusaM [IpaBun HajuIexarnel Npon3BoICTBCHHOH IPaKTUKKM EBpasuiiCKOro 9KOHOMAYECKOTO COI03ay.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumenanue: TIpoaykr cooreercTByeT Tpebopanuam HJI 3akarouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoarotoeneHo: Ramakant ﬁ, Iporepeno: Pardeep Kumar Ono6peHo: Menemxep / Pyéoaomrrenb

"QML | B‘L Amit Kumar =

0,V g S—— / o

Reprint Date / Reprint Date / Reprint Date / '
Hara: 25.06.2025 Hara: 25.06.2025 Jata: 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: L85195AP1984PLC004507
www.drreddys.com



