Dr.Reddy’s ‘;‘.

CERTIFICATE OF ANALYSIS
CEPTHD®HKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt, Solan, H.P., 173 205, INDIA
el s 101 98168 56001-02
www.drreddys.com

[Product :_Nimavgel (nimesulide) gel for external use, 1 %, 50'g

!j_lpn_n);:rr: Haiia® AKTHBrens (HEMECYANA) Teb MIA HAPYKHOFO NpuMenenia, 1 %, SO r i ol =
Market / Puinok : Russia / Pocenst

Batch No. / = oy Batch Quantity / _ 23451.000units / T |
Cepits Ne ) Paszmep cepun * 23451.000 cnmnmll

LENTCA s : 040002914551 Date of Analysis / . 30.04.2025

Ananurnueckuii oTyer Ne JlaTa anaausa -
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027

Jara nponssoacTea lopen oo

Mfg. License No. / .

ITponisopcTBEHEAR : MINB/05/263 MA number: / Homep PY : JITT-Ne(001336)~(PT-RU)

auuensung Ne B = _

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

No /|

Ne Test / Ilokazarennb

Page1of6/Ctp. 113 6

Result / PeayastaT

Specification / Hopma

1. | Description / Onucanne

Homogeneous, iransparent, pale-
yellow gel with characteristic odor /
OpHOpoAHSIH  Npo3pa4Hbid  Tesib
651 IHO-KENTOrO - uBera c
XapaKTEPHBIM 3aI1axoM I

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor /
OQHOpoAHbIH Tpo3payHblii  remb  OT
6€CUBETHOrO 10 GJIEIHO-KEJITOrO LIBETA
C XapaKTepHbIM 38MaX0OM

Identification / UpenTudnxauus

a) HPLC / BOXX

Complies as prescribed /
CootpercTRYET TpeboBaHUAM

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 ynepxuBaHus
OCHNRHATN TIMKA HA XPOMATOIPaMMe

HCNILITYEMOrO ~ pacTBopa  JAOJDKHO
COOTBETCTBOBATH BpEMEHH
yHepXKUBAHHS OCHOBHOTO TIMKa Ha
XpoMarorpamMme pacTBopa
craugaptaoro ofpasua HuMecynmaa
(pazaen «KonnuecTreHHOE
OTIPEACIICHUE)

Remarks : The Product conforms to ND/

TIpumeuanne: Ipoaykr coorsercreyer tpebosaumsam HJL

Conclusion. : APPROVED /
Zakarouenne: OJJOBPEH

Prepared by / Checked by / Approved by: Manager/Exgcutive /

[oarororneHo: Suman Kumar IMpoeepero: Pawan Kumar Onobpeno: Menemxkep / Pyrkosoayrens
< - Abhishek Chauhan ( r

Reprint Date / Reprint Date / Reprint Date /

Hara: 30.04.2025 Hata: 30.04.2025 Hara: 30.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hifls, Hyderabad - 500024, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Q':‘.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

Product : Nisc Activgel (nimesulide) Q for external use, 1 %, 50 g
Mpoaykr: Hais® Axtuerens (HUMCCYIA) rens JUIs HapyKHOTO npumMenenus, 1 %, 50 r

Market / P1HoK : Russia / Poccus

Batch No. / . V250298 Batch Quantity / . 23451.000units /

Cepun N ] Pa3mep cepun * 23451.000 epunun
Analytical Report No. / . 040002914551 Date of Analysis / . 30.04.2025
AHAJHTHYECKHI oTdeT No JlaTa ananusa

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027

JlaTa npon3BoacTBa Topen ao

Mfg. License No. /

IlpousBoacTBeHHAR : MNB/05/263 MA number: / Homep PY : JIT-Ne(001336)-(PI"-RU)
NHUEeH3us N2

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

Page20of 6/ CTp. 2 M3 6

No /

Ne Test / IloxazaTeas

Result / PesyabTar

Specification / Hopma

b).UV spectrophotometry / Y-
cniektpodoTo MeTpus

Complies as prescribed /
CooTBeTcTBYCET TpebOBaAKUAM

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / Y@-cnekrp
MOTJIOMIEHHs. HCIBITYEMOTO pacTBOpa
[O/KEH UMETH MAaKCHMYM TNOTJIOLIEHHS
npu 397+5 HM

934.3 canrtHIiTyas

3. | Weight of package contents / 51g/5lr According to Rus.. Ph. / B cooTBeTCTBHH
Macca coepxnmMoro c Tpe6osannamu I'd PP
YHAKOBKH

4. | pH 334 2.5t04.5/012,5 n04,5

5. | Viscosity / BazkocTh 934.3 centipoise / 400 to 1,200 centipoise /

Ot 400 go 1200 cantnmnyas

6. | Impurities / IIpumecu

i. | Impurity C/

Not detected / ve ofinapyxeHa

Not mare than 0.50 % /

[Tpumeck C He 6onee 0,50 %

ii. | Impurity D/ Not detected / e o6HapykeHa Not more than 0.50 % /
[Mpumecs D He 6omnee 0,50 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpumeuasue: TpoaykT coorsercTayer Tpebosanuam HJT Jaxnouenue: OJJOBPEHO

Prepared by /

IToaroroenedo: Suman Kumar

(S

Checked by /
ITpoeepeno: Pawan Kumar

4(_

Approved by: Manager.
Ono6peno: Menemxep / ’yKOBU?HTEIIh

gcutive /

Abhishek Chauhan

Reprint Date /
Jara: 30.04.2025

Reprint Date /
Nara: 30.04.2025

Reprint Date /
Jata: 30.04.2025

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +31 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984Pi.C004507
www.drreddys.com




Dr.Reddy’s Q_‘f‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-5

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

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

Tpogyser: Haiis® AKTHBrens (HuMecymn) rens Juis HapykHoro npumeneHnd, 1 %, 50 r

Market / Poitok : Russia / Poccus

Batch No. / . V250298 Batch Quantity / . 23451.000units /

Cepus Ne ; Pasmep cepun " 23451.000 eauHMLL

Analytical Report No./ . 040002914551 Date of Analysis / . 30.04.2025

AnanuTruecknii oTuer Ne JlaTa anajausa

Date of Manufacture / . 04/2025 Date of Expiry / . 032027

JlaTa npou3BOACTRA T'open oo _
Mfg. License No. /

Ipon3BojcTBeHNAan : MNB/05/263 MA number: / Homep PY : JIMT-Ne(001336)-(PI-RU)

anuensun Ne

Analysis performed according ND / Anaan3 nposexen no H/L: JITI-Ne(001336)-(PT-RU)-251022

Page3 of 6/ Ctp. 3 u3 6

I;.f { Test / llokazarens Result / PesyabTaT Specification / Hopma
iii. | Any other impurity / 0.03% Not more than 0.50 % /

Jhobas apyrad npuMech He 6onee 0,50 %
v, | Total impurities / 0.1% Not more than 1.50 % /

Cymma npumeceit He 6onee 1,50 %

7. | Microbial purity* / Mukpo6uoioruyeckas 4HcTora*

i. | Total Acrobic Microbial Count / NA Not more than 100 CFU/g /
O6iee uicio a3pobHBIX MUKPO- He 6onee 100 KOE/r
OpraHM3MOB

ii. | Total Combined Yeast and NA Not more  than 10 CFU/g /
mould count / O6iee yncsio He 6onee 10 KOE/r
ZPOSOKEBBIX M IECHEBBIX
1pubos

iii. | Pseudomonas aeruginosa NA Should absentin 1 g/
OtcyrctBue B 1 T

iv. | Staphylococcus aureus NA Should absent in 1 g/
OrcytctBue B 1 1

8. | Assay/Koanuecrsennoe oupeaesenne

Remarks : The Product conforms to ND/
ITpumeuanne: [IpoAyKT COOTBETCTBYET TpeboBanusm HJT

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /
TTonroToenexo: Sumyumar
(;’f: -

Reprint Date /
Hara: 30.04.2025

Checked by /
[Iposepeno: Pawan Kumar

Reprint Date /
MHara: 30.04.2025

P

Approved by: Manager/ixecutive /
Onobpeno: Merewkep { PykoBoanTtens
Allisliek Chanhan |/ 73

N |

Reprint Date /
Jara: 30.04.2025

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: LB5195AP1984PLC004507
www.drreddys.com




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

. Q%
Dr. Red dy S _. Vill. Khol, Nalagarh Road, Baddi,

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

CEPTHO®HKAT AHAJIU3A www.drreddys.com

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

MpoaykT: Haiis® AKTHBreNb (HHMECYTHI) TeTb JUIf HAPYKHOTO MpuMererns, 1 %, 50 © N Sl _
Market / Puinox : Russia / Poccns

Batch No. / . V250298 Batch Quantity / . 23451.000units /

Cepus No ’ Pa3mep cepHn ' 23451.000 eaunnL
Analytical Report No. / . 040002914551 Date of Analysis / . 30.04.2025
AHaantnyeckuit otuer Ne JlaTa aHann3a

pate of Manufacture / . 04/2025 Date of Expiry / . 03/2027

llaTa mpousBoacTRA Tomen a0 ; j
Mfg. License No. /

IMpou3soacTBeHHAA : MNB/05/263 MA number: / Homep PY : JITT-Ne(001336)-(PT-RU)
aMueH3us Ne | -

Analysis performed according ND / Ananus nposeaen no HJL: JIT-Ne(001336)-(PT-RU)-251022

Page 4 of 6/ Ctp. 4 u3 6

Jl\i:) i Test / IlokazaTesn Result / Pesyabtar Specification / Hopma
Nimesulide / 10.11 mg/ 10.11 mr 9.0 mg to 11.0 mg of C)3H12N2058
Humecynun (101.1 %) (nimesulide) (90.0% to 110.0% of label

claim)in 1 g of gel /

Ot 9,0 mr go 11,0 mr C12Hi2N20sS
(sumecynun) (ot 90,0 % 10 110,0 % or
HOMKHAIBHOTO COAepKaHuA) B 1 I ress

TIPUMEHEHHIO NOMENIAIOT B NMAaYKy KapTOHHYIO.

9. |Dimethyl sulfoxide / 99.1 % 90% to 110% of C:HeOS (dimethyl
JuameruiicyasdoKrcHn sulfoxide) of label claim /
Ot 90 % no 110 % C2HsOS
(uHMeTHACYTB(OKCHIT) OT
HOMHMHAJIBHOTO COAEPKAHIA
10. |Package / YnakoBka 50 g in a laminated aluminum tubc cquipped with tamper-evident membrane.

Each tube and a patient information leaflet in a carton. / ITo 50 r B TyOy 13
JaMHHHPOBAHHOrO aMOMMHHA, CHalKeHHyr0 MeMOpaHOW MIf KOHTPOMs
nepsoro neipbiTHs. Kakaylo Ty6y BMeCTe ¢ HHCTPYKUHEN MO METHLIMHCKOMY

*The parameter may not be included in the manufacturer's Certificate of Analysis. The
manufacturer guarantees the quality of the product for these parameters.

*[lokaszaTe]b MOXKET OTCYTCTBOBATD B cepTHdHKATE aHAIH32 Mpon3BoanTeas. IIponssoanTenn
rapanTHpyeT Ka4ecTBO NPenapata Ifo ITHM NOKA3ATENsAM.

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

Ipumeyanne: [TponykT cooTeeTcTBYeET TpeGosarnam HI 3akmoyenne: ONOBPEHO

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

[Mogrorosneno: Suman Kumar ITpoeepeno: Pawan Kumar OmobpeHo: Menemxep_,;' PykoBonuTens
&5 Z Abhishek Chauhan /

Reprint Date / Reprint Date / Reprint Date /

Harta: 30.04.2025 Jata: 30.04.2025 TlaTa: 30.04.2025

]

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India -
Tel: +31 40 4900 2900, Fax; +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984P1LC004507
www.drreddys.com




Dr.Reddy’s ‘%.'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
vill. Khol, Nafagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

Tel ; +91 98166 56001-02

CEPTHOHKAT AHAJIM3A

www.drreddys.com

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

Market / PoiHok : Russia / Poccua

Batch No. / . V250298 Batch Quantity / . 23451.000units /

Cepns Ne i Pa3mep cepHH ' 23451.000 ennL

Analytical Report No. / : 040002914551 Date of Analysis / . 30.04.2025

AHannTHYeCKHil oTyer Ne JaTa aHanu3a

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027

JlaTa npou3BoacTBA ToneH n10 n )
Mfg. License No. /

[IpousroacTBerHas : MNB/05/263 MA number: / Homep PY : JITI-Ne(001336)-(PT-RU)

anuensya Ne

Analysis performed according ND / Anaan3 nposejen no HJL: JITI-Ne(001336)-(PT-RU)-251022

Page50f 6/Crp. SH3 6

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

Nimesulide / Humecynun

Homep cepnu cyGcTaHOHH
npouzsoautens I'JID:

API manufacturer batch number / NMS/14120885
Homep cepun npounsoautenss ADC: ol o
FP Manufacturer API Batch number /

FERAQ0756

API Manufactured by & country /
IIponzeopurens APC, crpana:

Aarti Drugs Ltd., India /
Aaptu [lparc JIta., Unaus

Name, address, authorization No for

FP manufacturing site / Control site /
Release site /

HaumeHoBaHHe, agpec H HOMep
JTHIEH3HH IJIOIAKH,
0CyICCTRISTIOLIEH
TPOM3BOACTBO/KONTPOIB
kavecTBa/Buinyck I'JIP /

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan (HP) 173205, India (License No MNB/05/263) /
H-p Pennu’c JlaGopartopuc JIta., Hujus,
[TponsBoacTBEHHOE TTOApasaenesye-6, Bunnamk Kxois,
Hanarapx Poya, Bagan, Conan uctpukr, X.11. 173205,
Huaumsa (JTuuenzus Ne MNB/05/263)

Declaration of certification: <« 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/

Conclusion : APPROVED /
3akaYeHHe: O,HOBP_HHO

Ipumevanne: [Ipoaykr cooreeTcTByeT TpeGoBanuam HJI

Prepared by / Checked by /
[TogrorosneHo: Suma%umar

&2

[Tpoepeno: Pawan Kumar

Approved by: Manager/, xecutive /
Onobpero: Menemep) Pyx{yaomn-cnh
Abhishek Chauhan /

Reprint Date /

Reprint Date /
IMara: 30.04.2025

Hara: 30.04.2025

Reprint Date /
Jara: 30.04.2025

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.
Formulation Unit-6

[ 1]
Dr. Reddy’s ‘.o. Vill. Khol, Nalagarh Road, Baddi,

—— Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tol : 401 98166 56001-02

CEPTHOUKAT AHAJHZA oo~ om

Product : Ni_s»:-_A_cﬁvgel (nimesulide) gel for external use, 1 %, 50 g

Tponyicr: Haiis® Aktsresnh (HUMECY/HIT) Teh [U1A HAPYKHOrO npynenenis, 1%, 50 T o e e
Market / Puinok : Russia / Poccus -

Batch No. / . Batch Quantity / ~ 23451.000units /

Cepna No ) Pazmep cepun * 23451.000 emsmui
Analytical Report No. / . 040002914551 Date of Analysis / . 30.04.2025
AHanuTiyeckuii oTyeT Ne JlaTa aHanu3a

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027

JaTa mpou3BoaCTBa Tonen o

Mfg. License No. /

IlponzBoaAcTBEHHARA : MNB/05/263 MA number: / Homep PY : JITI-Ne(001336)-(PT-RU)
JnueniIng Ne

| Analysis performed according ND / Auanus nposenes no HJL: JITT-Na(001336)-(PT" -RU)-251022 -
Page 6 of 6/ CTp. 6 H3 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/I0YeHHe 0 COOTBETCTBHH: «HacTOAMMM s MOATBEPHAAL0, YTO IPHBEICHHAs BEIUIE HHGOpMaLHs ABIISCTCA
NOCTOBEPHOH H TOYHOH. DTa CepHs MPOAYKITHH IIPOM3BEEHA (BKIOYas YMaKOBKY (MapKMpOBKY) H KOHTDOIb
KauecTBA) Ha BHINEYKA3aHHOW IIPOM3BOJCTBEHHOH IUTOmanKe (IIOMAfKax) B IIONHOM COOTBETCTBHH C
TpeboBanmamu [IpaBui Hajutexaniell MPOU3BOICTBEHHOH NPaKTHKK EBpasHiCKOro 3KOHOMHIECKOro Coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenrsibps 2022) u TpeOGoBaHHMSIMH KOHTpPONA KadyeCTBa JICKADCTBCHHAIX
CPeJICTB, & TAaKXKe B COOTBETCTBHH CO CHENH(PHKAUMIMHE, COAECPXKAIMMHUCS B PETUCTPALHOHHOM A0ChE CTpaHbl-
HMIIOpTEpa. 3aliCH IO IIPOH3BOJACTRY, YINAKOBKE M AHANM3Y MPOBEPEHEI, H YCTAHOBICHO MX COOTBEICTBHC
Tpe6oBanusM [IpaBai HauteXKaleH IPOK3BOICTBEHHOM MPakTHKH EBpasHiHCKOro 3KOHOMHIECKOT0 COr03a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeuanne: [Tpoaykr cootsercTByeT Tpeboranusm HJT Saxmouenne: OJOBPEHQ
Prepared by / Checked by / Approved by: Manager/Exefutive /
IToagroroenero: Suman Kumar IIposepeno: Pawan Kumar Ono6peno: Menemxkep / Pyfkosoanfens
/f‘B) ‘ Abhishek Chauhan L
gl &
Reprint Date / Reprint Datc / * | Reprint Date /
Hara: 30.04.2025 Jara: 30.04.2025 IMara: 30.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +31 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PiC004507
www.drreddys.com




