Dr.Reddy’s ‘:‘

CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Disit. Sulan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
WYL EUGY 5. Coin

Product: Nise Activgel (nimesulide) gel for external use, 1%, 50 g
TpoayxT: Haii3® AxTuBrenh (HUMECy/IMI) renb 4 HapyxHoro npumenenus, 1 %, 50 r

Market/ Poinok : Russia / Poccus

Batch No./ — Batch Quantity/ . 23477.0 units / i
Cepun Ne ) Pa3mep cepun * 23477.0 enunun

Analytical Rep03‘t No./ . 890001834608 Date of Analysis/ . 05.09.2025

AHaJuTHYeCKUH 0TYeT Ne Jlara ananmsa

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

/laTa NpoM3BOACTBA I'open no

Mfg. License No. /

IpoussoacreenHas : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PI"-RU)

JnueH3ust Ne

Analysis performed according ND / Anasinz nposeaen no HJI: JII-Ne(001336)-(PI'-RU)-090625

Page 1 of 6/Ctp. 1 u3 6

in the chromatogram of test solution
corresponds to the retention time of
the main peak in the chromatogram
of nimesulide reference standard
solution. / Bpems yanep>xupanus
OCHOBHOT'O MKa Ha
XpoMaTorpamme MCIIBITYEMOrO

No/ . :

No Test / IToka3zare.1b Result / Pe3ysbTar Specification / Hopma

1. Description / Onucanne Homogeneous, transparent, pale- Homogeneous, transparent, colorless to
yellow gel with characteristic odor | pale-yellow gel with characteristic odor /
/ OnHOpPOAHBII NPO3paHbIii reNb OpHOpoOHbIH NpO3pauHbBIi  reib  OF
61eqHO-KENTOro LBeTa ¢ OecLiBeTHOr0 10 6JIEAHO-XKENTOr0 LBETA
XapaKTepHBbIM 3arMaxoM C XapaKTEepHbIM 3allaXoM

2 Identification / UnenTuduxanm a

HPICEBIRR The retention time of the main peak | The retention time of the main peak in

the chromatogram oftest solution should
correspond to the retention time of the
mam peak in the chromatogram of
nimesulide reference standard solution
(section Assay). / Bpems ynepixuBaHus
OCHOBHOTO THMKa Ha XpoMmaTorpamme

MCTIBITYEMOro pacTBopa JOJDKHO
COOTBETCTBOBATh BPEMEHH
yIep>KUBaHUS OCHOBHOrO TNHKa Ha
XpoMaTorpamMme pacTBOpa
cTaHaapTHoro ofpasua HHUMeCyIMaa
(pazpmen «KonuvyecTBeHHOE
OMpeCTICHHEY).

Conclusion : APPROVED /
3akmouenue: OJOBPEHO _

pacTBOpa COOTBETCTBYET BpPEMEHH
YJep>KMBaHU OCHOBHOIO MNHKa Ha
XpomaTorpamme pacTBopa
CTaHJAPTHOrO obpasua
HUMECYJINAA.
Remarks: The Product confirms to ND/
IMpumeyanue: IIpoaykT cooTBeTcTBYeT TpeboBanuam HJT
repared by / |Checked by / |[checked by (AQA) /
[ToarorosneHo: Pravesh [TposepeHo: Pardeep [Tposepero (AOK):
ana Kumar Amit Kumar
P : N
Qj/_,/ j\// &
Date / [Date / Date/ Date/
ara: 05.09.2025 lata: 05.09.2025 Hara; 05.00.2025 Jara:

Approved by: Quality Assurance/Authorized
person / Ono6peno: ObecnieueHue
kauecTBa/OTBETCTBERIIOE JILLO:

=

-t

Registered Office: 8-2-337, Road No. 3, Benjara Hills, Hyderabad - 500034, Telang ana, India

Tel: +91 46 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com



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

Qe
Dl'.Re ddY’S ‘.... Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, iNDIA
CERTIFICATE OF ANALYSIS 71¢ : +91 98166 56001-02
CEPTUO®UKAT AHAJIM3A WAVLQITEUTYS.CoMM

[Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IpoaykT: Hai3® AkTuBresnb (HUMecynua) resib Ui HapyXHOro npumeHenns, 1 %, 50 r

Market / Peitok : Russia / Poccug

Batch No./ . V250708 Batch Quantity/ . 23477.0 units/

Cepust Ne : Pasmep cepuut * 23477.0 epunulg
Analytical Repovrt No./ . 890001834608 Date of Analysis / . 05.09.2025
AHanuTHYeCcKHil oTyeT No JlaTa ananu3a

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

Jlata npon3BoacTBA I'open po

Mfg. License No. /

IIponsBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JnueH3nst Ne

Analysis performed according ND / Anaaun3 nposenen no H: JIII-Ne(001336)-(PI'-RU)-090625
Page 2 of 6/CTp. 2 13 6

UV s pectro photometv/ UV absorption spectrum of the test | UV abroiption spectrum  of the tent
Y @-cnexkmpogpomomempus | solution has absorption maximum at | solution  should have  absorption
39745 nm. / V®-cnektp | maximum at 397+5 nm. / Y®-cnextp
TNIOrJIOLLEHHUS] MCIIBITYEMOrO | MMOTrJIOLIeHUs HCIBITYEMOro pacTBOpa
pacTBOpa 1MeeT MaKCUMyM | HOJDKeH UMETb MaKCHMYM MOTIJIOLLEHHS
nornouieHus opu 397+5 HM. npu 39745 Hm.
3. | Weight of package Skgi ST According to Rus. Ph. / B cooTBeTcTBUM
contents / Macca ¢ Tpedosanuamu ['d PO
COIEP/KHMOr0 YHAKOBKH
4. | pH 32 2.5t04.5/0712,5 o 4,5
P Viscosity / BaskocTb 982.8 centipoise / 400 to 1,200 centipoise /
982.8 canrunyas Or 400 no 1200 canrtumyas
6. Impurities / IIpumecu
i Impurity C/ Not detected / He oOHapyxxeHa Not more than 0.50 % /
[Tpumecs C He 6onee 0,50 %
ii. | Impurity D/ Below LOD (LOD = 0.02 %) / Not more than 0.50 % /
INpumecs D Huxe npenena obnapyxenus (IO | He 6onee 0,50 %
=0.02 %)
Any other impurity / 0.04% Not more than 0.50 % /
iii. | Jlro6as apyras npumech He 6onee 0,50 %

Remarks: The Product COnﬁrms to ND/ Conclusion : APPROVED /

l'IpumellaHne Hpoxyxr coorBeTcTBYET TpeboBaHMAM HJT 3axaouenune: OJJOBPEHO
[Prepared by / Checked by/ Checked by (AQA) /  ||Approved by: Quality Assurance/ Authorized
[Toarorosaeno: Pravesh [Tposepeno: Pardeep [TposepeHo (AOK): person / Opobpeno: Obecnieyenue

Kumar Amit Kumar KkauecTBa/OTBETCTBEHHOE JIULIO:

Rana "
&7 A
A I I Y
- 2 _/
Date/ ate/ [Date/ Date/
Nara 05.09.2025 | ara: 05.09.2025 [lata: 05.09.2025 [ara: p-ofos _I

Registered Office: 8-2-337, Road No. 3, Benjara Hills, Hyderabad - 500034, Talangana, India
Tel 49146 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




® Dr. Reddy's Laboratories Ltd,
> Farmulation Unit-6
Dr..Reddy’s ‘.o. Vill. Khol, Nalagarh Road, Baddi,
* Distt. Soian, HP., 173 205, INDIA
CERTIFICATE OF ANALYSIS 1. .01 95166 5600102
CEPTH®UKAT AHAJIV3A \yuav. rreddys.com

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
(TlpoayxT: Hans® AR THBrenh (HUMECYIHA) refib TR HApyKHOrO npHmeHeHus, 1%, 50r

Market / PuiHoK : Russia / Poccust

Batch No./ . V250708 Batch Quantity/ : 23477.0 units/

Cepus Ne Pa3mep cepu 23477.0 equHuL

Analytical Repo“rt No. / . 890001834608 Dat.e of Analysis / . 05.09.2025

AHAJIMTHYECKHUI oTuyeT No Jdata aHaau3a

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

JlaTa Npon3BOACTBA TI'ogen oo -
Mifg. License No. /

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

JIHLeH3ust Ne

Analysis perforﬁled according ND / Anaswms nposenen no HI: JITT-Ne(001336)-(PI'-RU)-090625
Page 3 of 6/Ctp. 313 6

iv. | Total impurities/ 0.1% Not more than 1.50 %/
Cymma npumeceit He 6onee 1,50 %

7. | Microbial purity* / MukpoGuonoruueckasi HHcTOTA*

i. | Total Aerobic Microbial NA Not more than 10? CFU/g /
Count / O61uee 4yucno He 6onee 10> KOE/r
a3pOOHBIX MHUKPO-
OpraHu3MoB

~ii. |Total Combined Yeast and NA Not more than 10'CFU/g /

mould count / OBiuee yucno He 6onee 10! KOE/r
JPOXOKEBBIX M MJIECHEBBIX
rpuboB

ill. | Pseudomonas aeruginosa NA Should absentin 1 g/

OtcytctBUe B 1

iv. | Staphylococcus aureus NA Should absentin 1 g/
Orcyrctue B 1 r

8. | Assay/KoJsndecrBeHHoe onpejeiemie

Remarks : The Product confi rms to ND/ Conclusion : APPROVED /

Ilpivevamite: Jlpoayk T cootreTcTRYET TpedoBaHuam HJL 3aksiroueme: OJOBPEHO

Prepared by / Checked by/ Checked by (AQA) /  ||Approved by: Quality Assurance/Authorized
IToproroeneHo: Pravesh

[Mpogepero: Pardeep [poesepeno (AOK): person / OnobpeHo: Obecnieuenue
Rana ﬁ'ﬂ Kumar Amit Kumar KauecTBa/OTRETCTBEHHOE JILIO:

Date / ate / Date/ Date/ 0K
Jlata: 05.09.2025 |)Ia1'a: 05.09.2025 Tata: 05.09.2025 "[[a'ra: a5 A

Registered Office: §-2-327, Road No. 3, Be njara Hills, Hyderabad - 560034, T::zlangana, India
Tel: +91 4G 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.cont
CIN: L851i95AP1984PLCO0CA507
www.drreddys.com

]




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

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA
Tel: +91 98166 56001-02
wyviwv.arreddys.com

. @S
Dr.Reddy’s ‘.
CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

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

IpoaykT: Hait3® AKTHBress (HUMeCYIMA) Telb Al HapyXHOro npumenenns, 1 %, 50 r

Market / Poinok : Russia / Poccusa

Batch No./ - . V250708 Batch Quantity/ -. . 23477.0 units/

Cepusi Ne d Pa3mep cepun  23477.0 enunuy
Analytical Report No./. 440901834608 g ef Sualysiy/ : 05.09.2025
AHanuTHYecKkmii oTyer Ne Jlara anaJjm3a

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

JlaTta npou3BoacCTBA Togen no

Mfg. License No. /

IpousBoacTBeHHAS : MNB/05/263 MA number: / Homep PY : JII-Ne(001336)-(PT-RU)
JiueH3ust Ne

Analysis performed according ND / Anaans nposeaen no HJI; JITI-Ne(001336)-(PI-RU)-090625 :!

Page 4 of 6/C1p. 413 6

9.0 mg to 11.0 mg of C311.N,0,5
(nimesulide) (90.0% to 110.0% of label
claim) in 1 g of gel /

Ot 9,0 mr g0 11,0 Mr Ci3H12N205S
(uumecymun) (ot 90,0 % mo 110,0% or
HOMUHAIIBHOI'O cofiepxaHus) B 1 T rens

90% to 110% of CoHeOS (dimethyl
sulfoxide) of label claim /

Or 90 % mo 110 % C,HsOS
(mumetuncy nbGokcua) ot
HOMUHAJILHOT'O COIepKaHUs

9.93 mg/9.93mr
(99.2%)

Nimcsulide/
Humecynun

9. | Dimethy! sulfoxide / 101.0 %/ 101.0 %

JdnmeTnicyabdoken

Package / 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 TYOy ¥3 TaMHHHUPOBAaHHOIO
AJIFOMHHHA, CHabXKEeHHYIO
MeMOpaHO#i i KOHTPOJIs MEepBOro
BekpbiTHA. Kaxxayio TyOy Bmecte ¢
MHCTPYKLIMEH 10 MEeIULIMHCKOMY
NPUMEHEHHIO MOMEIIAIOT B NadKy
KApPTOHHYIO.

20 g, 50 g or 100 g in a laminated
aluminum tube equipped with tamper-
evident membrane. Each tube and a
patient information leaflet in a carton. /
[lo 20 r, 50 r uan 100 r B TYOY M3
JIAMHHHUPOBAaHHOTO AIIOMHHU S,
cHa0XEeHHYI0 MeMOpaHOH sl KOHTpOs
nepporo BckpeiTHa.  Kaxayioo TyOy
BMeCTe e MHCTPYKUHUEH 1o
MeIULIMHCKOMY PHUMEHEHHIO
MOMELIAIOT B [AYKY KapTOHHYIO.

Remarks : The Product confirms to ND/

[Ipumeuanue: ITponykt cooTBeTcTBYeT TpeboBanuam HJL

—I

Conclusion : APPROVED /
3akmouyenne: OJOBPEHO

repared by /
[ToarorosyieHo: Pravesh
ana ?

Checked by /
Mporepeno: Pardeep

af—f.—‘ - f,\. |

Checked by (AQA) /
[pose perio (AOK):
Amit Kumar

Approved by: Quality Assurance/ Authonzed
erson / Ogobpeno: ObecneyeHne
Ka‘{eCTBa/OTBCTCTBeHHOC Jmuo

Date / Date/ Date/ Date / OI,coC[er;
JaTa05.09.2025 Jata: 05.09.2025 ara: 05.09.2025 [Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Talangana, India
Tel +91 4G 4900 2900, Fax: +91 40 4900 2999, Email: mal@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com



® Dr. Reddy's Laboratories Ltd.
® ¢ )
Formulation Unit-6
) a -
Dr.Reddy S ‘o‘ Vill. khol, Nalagarh Road, Baddi,
Distt. Solan, HP., 173 205, iNDIA
CERTIFICATE OF ANALYSIS el : +91 98166 56001-02
CEPTHO®UKAT AHAJIM3A www.drreddys.com

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

Hpoayk T: Hait3® AxTuBrens {HMecyJiiji) reb 1Uis Hapy#tioro sipusmedenns, 1%, 50 r -
Market / PoiHOK : Russia / Poccust

Batch No./ “#'V250708 Batch Quantity / . 23477.0 units /

Cepus Ne i Pasmep cepuu " 23477.0 eanuuu
Analytical Repog‘t No./ . 890001834608 Date of Analysis/ . 05.09.2025
AHanuTH4YecKHH oTHeT No JlaTta aHanu3a

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

[laTa npousBoacTEa T'ogeu 10

Mfg. License No. /

Ilpon3BoacTBeHHAS : MINB/05/263 MA number: / Homep PY : JII1-Ne(001336)-(PI"™-RU)
JineH3usi Ne

Analysis performed according ND / Ananus nposeaen no HJ; JIII-Ne(001336)-(PT-RU)-090625

Page 5 of 6/CTp. 513 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.

*[loxasarTe/ib MOKET OTCYTCTBOBATb B cepTH(HKATE ana/u3a npoussoauTe . IIponsBogurens
rapaHTHpPYeT Ka4yecTBO Npenapara no 3THM NoKa3aTeJ M.

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

API manufacturer batch number/ NMS/125050451
Homep cepuu npounspoaurens A®C:
FP Manufacturer API Batch number /

Nimesulide / Humecynua

Homep cepun cyOcTaHIHH NPOH3BOAUTEJIS FESA00311

TJId:

API Manufactured by & country / Aarti Drugs Ltd., India /
ITpoussoanutear APC, cTrpana: Aaprtu Hparc JIta., Magpa

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,

Name, addvess, mthoplestion Nofox =~ BB\l oo p 0 heicod Bl Biste Solan 1B, 173208, T (Hoense No

;nanufacturmg site / Control site / Release site MNB/05/263) /

e H-p Pennn’c Jlabopatopuc JIta, Uuaus, [IpousBoacTeeHHOE

BriouGamamRE T ) nozapazaeneHue-6, Bumi. Kxons, Hanarapx Poyn, Bamnu, Juctpukt
P Conan, X.I1., 173205, Ungua (JTutiensus 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

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

[Ipumeuanne: IIpoaykT cooTBeTCTBYET TpeboBanusaM HJJ 3akmoyenne: OJIOBPEHO

Prepared by/ Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/ Authorized
[Moaroroenexo: Pravesh [Mposepeno: Pardeep  |[[IpoBepeno (AOK): person / Opobpeno: O6ecnedeHue

Rana Kumar | Amit Kumar KauecTBa/OTBETCTBEHH OC mr:;),'

f] ] ] (P

Date / Datey " |Date / Date/ r'.'?c? - LoVS
Iarta: 05.09.2025 Jlata: 05.09.2025 |)1a’ra: (05.09.2025 JlaTa:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 4G 4900 2960, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr.Reddy’s QS“’

CERTIFICATE OF ANALYSIS

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

CEP TH(I)HI(AT AHAJII/I3A Www‘o'rreddys'com
Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g =
INpoaykT: HaW'3® AxTHBresb (HUMECYJIMA) redb Uil HapyHoro mpuMeHeHus, 1 %, 50 r
Market / PoiHok : Russia / Poccus
Batch No./ Swatie Batch Quantity / . 23477.0 units/ o
Cepus Ne ) Pasmep cepun * 23477.0 epunuiy
Analytical Repoft No./ . 890001834608 Date of Analysis / . 05.09.2025
AHa;mMTHYecKnii oT4eT No JlaTa aHanu3sa
Date of Manufacture/ . 08/2025 Date of Expiry/ . 07/2027
Jara npousBoJcTBa Togen oo
Mfg. License No./
IIpousBoacTBeHHast : MINB/05/263 MA number:/ Homep PY : JIII-Ne(001336)-(PT-RU)
JMIeH3ust No
Analysis performed according ND / Anasin3 nposeaen no HJI: JIII-Ne(001336)-(PI'-RU)-090625

Page 6 of 6/ CTp. 6 u3 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».

3akJ/04eHne o cooTBeTcTBHH: «HacTosgmum s nOATBepXKAal0, YTO MpHBEAEHHAS BbIle HHPOpMalus ABIAETCS
JIOCTOBEPHO#M M TOYHOH. OrTa cephs HMpOAYKIMH IpOM3BEeICHA (BKIOYAas YIAKOBKY (MApKHpPOBKY) M KOHTPOIE
KauecTBa) Ha BBIIICYKA3aHHOH IIPOM3BOICTBEHHOU IIMOINAnKe (IIOIAJKaX) B IIOJJTHOM COOTBETCTBHHM C
TpeboBanusamu [Tpaun Hamnexameld MpOU3BOACTBEHHOM MpakTHKH EBpa3zmiicKOro SKOHOMHMYECKOT'O COIO3a M
TpeOOBaHUSAMU KOHTPOJII KadecTBa JEKAPCTBEHHBIX CPENCTB, a TAKXKE B COOTBETCTBHH €O cremu(bUKALUIMU,
COIEPKAIUMKCSA B PETUCTPALIHOHHOM JI0ChE CTPAHBI-UMIIOPTEPa. 3alUCH IO MPOU3BOJICTRY, YIAKOBKE M aHATM3Y
IIPOBEPEHB], X YCTAHOBICHO UX COOTBETCTBHE TpeboBaHusaM [IpaBun Hamiexameif Ipou3BOACTBEHHON TPaKTUKH
EBpa3uiickoro 5KOHOMHYECKOT0 COI03a.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanue: ITpogykT cooTBeTcTBYET TpeboBanwim HJT 3armouemie: OJJOBPEHO

Prepared by/ Checked by / hecked by (AQA) /  ||Approved by: Quality Assurance/Authorized
Noaroroenexso: Pravesh [TposepeHo: Pardeep [poszeperio (AOK): persan / Ono6peno: ObecneyeHne
Rana / Kumar Amit Kumar |[kauecTBa/OTBETCTBEHHOE /:1;:17_10:_
| | w |
Date/ Date/ ate/ Date/ ._aﬁmw%’
Hata: 05.09.2025 Hara: 05.09.2025 [lara: (05092025 JlaTta: 00’

Regi'stered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, T.alangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




