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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

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

Vill. kho!, Malagarh Road, Baddi,
Distt. Soian, H.P.,, 173 205, INDIA
Tel: +215516€ 5600102

whiya.a rieddys.com

Market / Poitok

e —

E{ﬁu?; Nise Activgel (nimesulide) gel for external use, 1%, 50 g

: Russia / Poccua

: 08/2025
Jara npoH3BoacTBa :

Batch No-/ . V250710 Batch Quantity/ . 23444.0 units /

Cepus N2 i Pasmep cepun " 23444.0 equnny
- l R .

Analytical Report No. / . §90001834650 Date of Analysis/ . 05.09.2025

AHanuTH YeCKRit oTuet Ne Jara ananusa

Date of Manufacture/ Date of Expiry/ . 07/2027

I'open po

Mfg. License No. /
INponzsoAcTRennan
Muuensust No

: MNB/05/263

MA number: / Homep PY : JIIT-Ne(001336)-(PI"-RU)

Analysis performed according ND / Auanus nposenen no HJI: JIN-Ne(001336)-(PI'-RU)-090625 il

Page 1 of 6/CTp. 1 1m3 6

iﬂo! Test / IlokazaTensn Result / Pesynnrar Specification / Hopma

i Description / Onucanune Homogeneous, transparent, pale- Homogeneous, transparent, colorless to
yellow gel with characteristic odor | pale-yellow gel with characteristic odor /
/ OnHOpOAHBIA NMPO3pauHbIii relb OpHopoaHbld  Tpo3pauHblii  reib  oT
OnenHo->kenToro LBeTa ¢ OecueTHOro A0 6AEHO-KENTOrO LIBETA
XapaKTepHbIM 3aMaXoM C XapaKTepHbIM 3aMaxoM

P Xdentification / UpenTudukanua

HPIC / BOXX

The retention time of the main peak
in the chromatogram of test solution
corresponds to the retention time of
the main peak in the chromatogram
of nimesulide reference standard
solution. / Bpems yaep:HBaHHs

The retention time of the main peak in
the chromatogram of test solution should
correspond to the retention time of the
mam peak in the chromatogram of
nimesulide reference standard solution
(section Assay). / Bpems yaepikuBaHus

OCHOBHOTO nuKa Ha | OCHOBHOrO MHKAa Ha XpOMaTOrpamMme
Xpomarorpamme HCIIBITYEMOr0o | KCIBITYEMOro pacTBopa NOJIKHO
pacTBopa COOTBETCTBYET BPEMEHH | COOTBETCTBOBAThH BpeMEeHH
YACPKMBAHUA OCHOBHOIO MWKA Ha | yACpP)KHMBAaHMS OCHOBHOTO IHMKa Ha
XpoMaTorpaMme pacTBopa | xpomMaTorpamme pacTBopa
CTaHJapTHOro obpasua | craHgaprHoro o0pasua HUMeECynMza
HUMeCYTHIA. (paznen «KonuuecteenHoe
omnpeneyeHHe).
=|

Remarks : The Product confirms to ND/

[pumeuanue: [Ipoaykt cooTBercTBYyeT Tpebosanuim HJL

[Conclusion : APPROVED /
3axknwuenne: OJOBPEHO

Prepared by / Checked by/ [Checked by (AQA)/  ||Approved by: Quality Assurance/Authorized
[Moxarorosneno: Pravesh Mposeperio: Pardeep  ||[Tposepeno (AOK): person / Onobpeno: Obecneyenue
Rana Kumar Amit Kumar KauecTBa/OTBETCTBEHHOE JIHLO;

i M _

- o

N—"

[ C;i":_’ i‘ .r'/
Datn/ Pate/ D ate / Mate / vgre 9 1on< )
ITara: 05.09.2025 Hata: 05.09.2025 Jara: 05.09.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Bznjara Hills, Hyderabad - 500034, Telungans, India
Tel +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.cony

CIN: LB5195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ‘;.".

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIA3A

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

Vill, Khol, Nalagarh Road, Baddi,
Distt. Solan, HP., 173 205, iNDIA
Tel «-£428.166 56001-02
Jsninv.a'rieddys.com

Product 'i_ﬁl'ﬁsc_Activgel (nimesulide) gel for external use, 1 %, 50 g

Market / Pomox

Mponykr: Haiiz® Axtierent (HUMeCyuin) reak ang Hapy:&Horo npumeHenns, 1 %, 50 r
~1poayKE - © b ATA HApy ro npi i€ )

: Russia / Poccua

JngeHsn s No

Batch No-/ . V250710 Batch Quantity/ _ 23444,0 units /
Cepus N2 A Pasmep cepus " 234440 epunny
l .
Analytical Report No. / . 890001834650 Date of Analysis / . 05092025
AHaHTH HecKHil 0THeT N Hara anannsa
Date of Manufacture/ . 08/2025 Date of Expiry/ . 07/2027
Hara npom3soacTea I'open mo
Mfg. License No. /
IpoyseoAcTBeHHAR : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI"-RU)

Analysis performed according ND / Anaqms nposeaes no HJI: JIN-Ne(001336)-(PI'-RU)-090625

UV spectrophotometry /
Y @-cnexmpogomomempun

UV absorption spectrum of the test
solution has absorption maximum at

Page 2of 6/CTp. 2m3 6

UV absorption spectrum of the test
solution should have absorption

iii. | Jio6as mpyrast npumech

39745 nm. / V®-cnektp | maximum at 39745 nm. / Y®-crekTp
TOr NIOLLEHH A HCMBITYEMOro | MOTJIOIEHHS MCIIBITYEMOr0  pacTBopa
pacTBopa AMEET  MAakCHMyM | JOJDKEH MMETb MaKCHMYM TMOIJIOUIEHHA
norfoueHus npu 39745 um. npu 39745 HM.
3. | Weight of package 51g/51r According to Rus. Ph. / B cooTBeTcTBHH
contents / Macca c Tpebosamamu 'O PO
COJePIKHMOr0 YNAKOBKH
4. | pH 3.24 25t04.5/0125 0045
5. | Viscosity / BaskocTs 973.4 centipoise / 400 to 1,200 centipoise / SR
973.4 canrunyas Or 400 no 1200 canTunyas
6. Impurities / Hpamecn
L Impurity C/ Not detected / He obHapyskeHa Not more than 0.50 % /
IMpumecs C He 6onee 0,50 %
ii. | Impurity D/ Below LOD (LOD = 0.02 %) / Not more than 0.50 % /
IMpumecs D Husxe npeaena obuapyxenus (IO | He 6onee 0,50 %
=0.02 %)
| Any other impurity/ 0.03% Not more than 0.50 % /

He 6onee 0,50 %

|R_emarks : The Product confirms to ND/

TTpumeuanue: [IponykrcooTBeTcTRYET Tpebosanusam HJ|

|

Conclusion : APPROVED /
3akmouenne: ONOBPEHO

s

Prepared by / Checked ;yf | Checked_by (AQA)/ ||Approved by: Quality Assurance/Authorized
[Toprorosneno: Pravesh lMposepeno: Pardeep [Tposepeno (AOK): person / Ono6peHo: Obecrneuenne
Rana _ umar Amit Kumar KauecTBa/OTBETCTBEHHOE JIHLIO:
1 it *
; | M- L
; > <

Datey Date / te / Date / =
Jlata: 0509.2025 Tata: 05.09.2025 |Ea1‘a: 05.09.2025 Tata: 0G~oG-Lovs

Registered Office: §-2-327, Road No. 3, Banjara Hills, Hyderabad - 50003 4, Telangana, India

Tel: +91 4C 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.con

CIN: LB5195AP1584FPLCO04507
www.drieddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

Vill, ¥hol, Malagarh Road, Baddi,
Distt. Solan, HP., 173 205, INDIA

) LT G e T 1.2
ei .01 28466 56001-02

=4

CEPTH®HKAT AHAJIM3A

wiwnwv.drreddys.com

‘Product ?Ni_s.e Activgel (nimesulide) gel for external use, 1 %, 50 g

Market / Prisox

+ Russia / Poccus

Mpoayir: Hali3® AxTuBrens (RUMECY. THA) Fesib ANA HApy? KHOTO MpHMEHeHHa, 1%, 50 r

Batch No-/ . V250710 Batch Quantity/ . 23444.0 units /

|Cepusa N2 ; Pa3smep cepun " 23444.0 exnHuy
Analytical Repourt No./ . 890001834650 Date of Analysis/ . 05.092025
AHanHTHYeCKHI oTyeT No JaTa ananau3a

Date of Manufacture/ . 08/2025 Date of Expiry/ . 07/2027

JlaTa npomsoacTea Iopen 1o

Mfg. License No. /

IlponspoAcTRennan : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
JIHUeH3H 5T Ne

Analysis performed according ND / Anasus npoeefen no HJI: JIII-Ne(001336)-(PT"-RU)-090625

Page 3 of 6/Ctp. 313 6

iv. | Total impurities/
CymmMma npumeceit

0.1%

| Not more than 1.50 % /
He 6onee 1,50 %

7 Microbial purity* / Mukpo6uosornyeckasi uucrora®

i. | Total Aerobic Microbial NA [ Not more than 10? CFU/g /
| Count / OBuiee uucno He 6onee 10° KOE/r

a3p0oOHBIX MUKPO-
OpraH13mMoB

ii. |Total Combined Yeast and NA Not more than 10' CFU/g
mould count / Obiee yucno He 6onee 10" KOE/r
JIPOXOKEBBIX U MIECHEBBIX
rpubos

iii. | Pseudomonaaseruginosa NA Should absent in 1 g/

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

Orcyrcteue B 1

8. | Assay / KotnuecTBeHHOE Onpe/ie ieHie

Remarks : The Product confirms to NDY

I puseu an me: [ponyx T cooteercTByeT Tpebopanuam HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
IToxrorosneHo: Pravesh

Checked by /
[Tposepeno: Pardeep

Checked by (AQA)/
Iposepero (AOK):
Amil Kumar

=~

|

Rana Kumar
L =

Date / Date /
Jlata: 05.09.2025

Hara: 05.09.2025

Datey Date/
Hara: 05.09.2025 JaTa:

Approved by: Quality Assurance/ Authorized
person / Opobpeno: ObecneueHue
xauecTa/OTBETCTBEHHOE JIHLO:

|

0q-01 %

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telongana, India
Tel: +91 40 4900 2900, Fax: +31 40 4900 2999, Email; mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com

I—



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

Qe
Dr.Redd Y 's ‘... Vill. ikhol, Malagarh Road, Baddi,

Distt. Soian, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS .. .01 09155 56001-02

CEPTUOUKAT AHAJH3A 0 neddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1%, 50 g
Npoaykr: Haiis® Axtusrens (HuMeCy ) reib aig HapyxHoro npumenetia, 1%, 50 r

Market / Poinok : Russia / Poccua

.| Batch No./ . V250710 Batch Quantity/ . 23444.0 units /
Cepnn Ne ) Paimep cepHu " 23444.0 cauHHU
Analytical Report No. / . 890001834650 Date of Analysis/ . 05.09.2025
AnanntHueckuii oTyet No Jara anaansa
Date of Manufacture/ . 08/2025 Date of Expiry / . 07/2027
Jlara nponspoacTRa T'ogen no
Mfg. License No./
IMpoussoncTBeHHast : MNB/05/263 MA number: / Homep PY : JII1-Ne(001336)-(PI'-RU)
JuueH3us Ne

Analysis performed according ND / Ananuz npoeeaen no HJI; JITT-Ne(001336)-(PI'-RU)-090625
Page 4 of 6/CTp. 413 6
Nimesulide / 982 mg/9.82mr 9.0 mg to 11.0 mg of C;3H;2N,0sS

Humec JIUL, 982%) (nim&eulide 90.0% to 110.0% of labE:l
5
claim)in 1 g of gel /

Or 9,0 mr o 11,0 mr C13H12N205S
(uumecymun) (ot 90,0 % 1o 110,0% ot
HOMHUHAJILHOrO coflepykanud) B 1 r rens

9. | Dimethyl sulfoxide / ' 100.7 %/ 100.7 % 90% to 110% of C:HsOS (dimethyl
| Aumernacyaspoxeny sulfoxide) of label claim /
Ot 90 % 10 110 % CoH,08

(mametuncyaspokenn) ot
HOMHHAJIBHOIO CO/ICPXKAHUS

10. |Package / Ynakoeka 50 g in a laminated aluminum tube | 20 g, 50 g or 100 g in a laminated
equipped  with  tamper-evident | aluminum tube equipped with tamper-
membrane. Each tube and a patient | evident membrane. Each tube and a
information leaflet in a carton. / ITo | patient information leaflet in a carton. /
50 r B Ty0y w3 namuuupoBanHoro | ITo 20 r, 50 r umm 100 r B TyOYy M3
aMOMHHHUA, CHAOXEHHYIO | NaMUHHUPOBAHHOTO ATIIOMUHMA,
MeMOpaHOit /1S KOHTPONS Mepeoro | cHabxKeHHYIo MeMOpaHO# Amid KOHTpOs
BekpbiTHA. Kaxkayio TyOy Bmecte ¢ | mepsoro  BekpeiTHA.  Kaxayio  Tyby

HMIOTPY/IRi0il [0 MOAILHIOKOMY | DMeCTe (c4 HICTpYKLIMeIH mn
[IPHUMEHEHHIO NOMELLAIT B MAYKy | MEAULIHHCKOMY IPUMEHEHHIO
KapTOHHYIO. MOMELAIOT B NAYKY KapTOHHYIO.
Remarks : The Product confirms to ND/ N Conclusion : APPROVED / B ]
IMprameuanne: Ipoaykr coorpercTRyer Tpebobanmam HJJ 3axkmoyenue: OJOBPEHO
‘|Prcpared by / Checked by/ Checked by (AQA) /  ||Approved by: Quality Assurance/Authorized
IMonroroenexo: Pravesh [Mposepeto: Pardeep  [|[Tposepeno (AOK): person / Opobpeno: Obecneuenune
Rana ; Kumar Amil Kumar KauecTea/OBmBeHHOS THLO; er
I3 AL
{f Csi = 0 -OC l[ n |
: — r
ﬁ [ A il |76 |
Date / Date/ Date/ Date / N o
E[I_Era: 05.09.2025 Hara: 05.09.2025 Hara: 05.09.2025 Jlara: ) © o4~

= ~
Registered Office: 8-2-337, Road No. 3, Ba njaia Hills, Hyderabad - 500034, iclangaua, |n{|
Tek +91 4G 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

M ‘
CIN: L85155AP1984PLCO04S07 1 LA Q)7UC’:1 e

www.drreddys.com
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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.arreddys.com

Qe
Dr.Reddy’s Q3¢

URIHAIE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
HNpoaykr: Haiis® Axrusresp (HUMecy M) reib [ Hapy#Horo ipiMenems. 1%, 50 r

Market / Peinox : Russia / Poccusa

Batch No../. . V250710 Batch Quantity / . 23444.0 units /

Cepus N2 : Pasmep cepun " 23444.0 enunnm
Analytical Report No./ . 890001834650 Date of Analysis/ . 05.00.2025
AHaIUTHYeCKHIT 0T4eT No Jara ananusa

Date of Manufacture / . 08/2025 Date of Expiry/ . 07/2027

JlaTa npounssoncTea I'oaen po

Mfg, License No. /

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

NHUeH3IHa Ne

i — S 1 =
|Analysis performed according ND / Ananu3 nposesen mo HJI: JITT-Ni:(001336)-( PT-R U)-090625 -
Page Sof 6/ Ctp. Su3 6

*The parameter may not be included in the manufacturer's Certificate of Analysis. The
manufacturer guarantees the quality of the product for these parameters.
*Tloka3aTe/h MOXKET OTCYTCTBOBATE B cepTu(HKaTe anaauia nponzsoauTtens. [Ipouzsoanrenn

—

rapaHTHpPYeT Ka4eCTBO NpenapaTa no 3THM NOoKA3ATeIAM.

| API name (INN) / Haumenopauue ADC
(MHH):

Nimesulide / Humecynun

API manufacturer batch number /

NMS/125050451

Homep cepun npouzeogurens APC:

FP Manufacturer API Batch number/
Homep cepun cyGeTaHIMH POKH3BOAHTEA
rJid:

FESA00311

API Manufactured by & country /

Aarti Drugs Ltd., India/
Aapru parc JItn., Hunus

IlpousBoauTess A®C, crpana:

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

HaunmenoBanne, aapec, THIEH3IHA A
Ilpon3BoacTBeHHan nJomanka /

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Selan H.P. 173205, India (license No
MNB/05/263) /

J-p Pennw’c Jlaboparopuc JITa., Unaus, [pouseosacTeeHHoe
noapasaenexue-6, Bunn. Kxons, Hanarapx Poyn, Baqu, Tuctpukr
Conan, X.IL., 173205, Wnpus (JIuuensus Ne MNB/05/263))

Declaration: of certification: « hereby certif'y 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

Remarks: The Product confirms to NDY

[pumeuanue: [Iponyxt cooTsercrayet TpeGosanusm HJI

Conclusion : APPROVED/
3akmouenne: OJJOBPEHO

Prepared by / Checked by/ Checked by (AQA)/  ||Approved by: Quality Assurance/Authorized |
ITonroreencuo: Pravesh ITposepeno: Pardeep  ||[Ipoeepero (AOK): person / Ono6peno: ObecneueHue
Rana Kumar |Amit Kumar | KaueCTANBET CTB SHHOE JIHLQ:
i c-L‘f} Ill'\u- i \
|
Date / Datey Date / Date / -
Hata: 05.09.2025 Hara: 05.09.2025 Jara: 05.09.2025 Hata: @fafﬁ_

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, T-elangana, 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.
D dd o ‘.... Formulation Unit-6
Vill. Khol, Matagarh Road, Baddi,
r.Re y S .. Distt. Solan, H.P.,, 173 205, INDIA
CERTIFICATE OF ANALYSIS .. .o105165 56001 02

CEPTUDUKAT AHAJIN3A wuny.dneddys.com

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

MNpoaykr: Haiiz® AxTuBrens (HMMeCYJIMA) reb A HapykHOro npuMenenus, 1 %, 50 r

Market / Peinok : Russia / Poccun

Batch No./ L V250710 Batch Quantity / ., 23444.0 units / ]
Cepus Ne i Pa3mep cepum " 23444.0 enpnnn

Analytical Report No./ . 890001834650 Date of Analysis/ . 05.09.2025

| AHATHTHYECKRIT 0THeT No Jlara ananu3a

Date of Manufacture/ . 08/2025 Date of Expiry/ . 07/2027

Jara npouseoacrea Iopen mo -
Mfg. License No./

IpousBoacTBeHHAn : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT'-RU)
nuyensu st Ne

Analysis performed according ND / Ananus nposenen no HE: JIM-Ne(001336)-(PI-RU)-090625

Page 6 of 6/Ctp. 613 6

full compliance with the GMP requirements of the Eurasian Economic Union 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».

3akmodenne o cooTseTcTBHmM: «HacrosmuM 8 NOATBEPKIAK0, YTO NPHBEJICHHAs BhIIIE MHOOPMaLUs SBISETCS
JIOCTOBEPHO#M U TOYHOH. DTa cepus MPONYKIUH MpOU3BeleHa (BKIIIOYAsS YNAKOBKY (MapKUpOBKY) M KOHTpOIB
KauecTBa) Ha BBIIIEYKA3aHHOW MPOM3BOACTBEHHOH IIIOmMAjKe (MIOIMAjKax) B TMOJHOM COOTBETCTBHH C
TpeCoBanusimu IIpaBus Hajanmexkamed HPOH3BOACTBEHHOH MpakTHku EBpa3uiCcKOro 3KOHOMHYECKOTO COIO3a H
TpeOOBaHMAMH KOHTPOJIA Ka4decTBa JIEKAPCTBEHHBIX CPEACTB, a TAKKE B COOTBETCTBHH €O CrenupHKalHAMH,
coJlep)KalllUMHCS B PErHCTPAIHOHHOM JI0CHE CTPaHbI-UMIIOpTepa. 3alMCH 110 NPOH3BO/ICTBY, YIIAKOBKE U aHAIU3Y
IIPOBEPEHBI, U YCTAHOBIIEHO HX COOTBETCTBHE TpeOoBaHMsAM [IpaBun Haamexamei mpoH3BOACTBEHHOM NPaKTHKH
EBpazuiickoro 3KOHOMHYECKOTO COKO3a.

[Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [IpoaykT cooTBercTByer Tpebosanuam HJY 3axkmouenne: O JOBPEHO
Prepared by / Checked by/ Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized
[Noarorosnexo: Pravesh lposepero: Pardeep [Tposepeno (AOK): person / Opnobpero: Obecneyerue
Rana /7 Kumar Amit Kumar KayecTBa/OTBECTBEHHO! € JIHLO:!
- \
A I I B Vs
Date / Date/ Date/ Date/ _'aa(__ 205 -
Hara: 05.09.2025 Hata: 05.09.2025 Jara: 05.09.2025 Jata: 'Daf

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangz éna, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: LR5195AP1984PLC0O04507
www.drreddys.com




