- Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Disit. 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

Hpoaykr: Haiis® AKTHBresn (HUMecyIia) resib MUl HApYXKHOTO ripiMeHenns, 1 %, 50 r

Market / Puitok : Russia / Poccus

Batch No. / . V240734 Batch Quantity / . 24000.000units /

Cepusn Ne ’ Paszmep cepun " 24000.000 exuHMI
Analytical Repo“rt No./ . 040002715655 Date of Analysis / . 07.11.2024
AHATMTHYeCKHT 0TYeT No Jara ananusa

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

JaTa npousBoacTaa TI'onen oo

Mifg. License No. /

[IpousBoacTBeHHAS : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JnueH3nsa Ne

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

Page1of 6/Ctp. 1136

2.(? 4 Test / TlokazaTeanb Result / PesyabTat Specification / Hopma
1. Description / Onncanne Homogeneous, transparent, pale- | Homogeneous, transparent, colorless to

yellow gel with characteristic odor /
OpnHOpPOOHBIH MpPO3pavHBIH  Ielb
OJIeIHO-KETITOrO LBETA c
XapaKTepHBIM 3aIlaxoM

pale-yellow gel with characteristic odor /
OmHOpOAHBI MpO3pauHblii  reib  OT
GecBETHOrO 10 OIeAHO-KEITOrOo 1BeTa
C XapaKTepHBIM 3a1axoM

21 Identification / UnenTnduxanus

a) HPLC / BOXKX

Complies as prescribed /
CoOOTBETCTBYET TpeGOBaHUAM

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 ynepxuBaHus
OCHOBHOrO THKAa Ha XpOMAaTorpamme

HCIIBITYEMOrO  pacTBopa JOJIKHO
COOTBETCTBOBATh BpeMEeHH
YIEpXKUBaHUS OCHOBHOIO IIMKa Ha
XpoMaTorpamMme pacTBopa
cTaHjapTHoro obpasla HHUMeECYIHJa
(paznen «KonuyecTBeHHOE
ornpeJieneHHe»)

Remarks : The Product conforms to ND/

ITpumeuanue: ITpoayxT cootsercTByeT TpeboBanusam HJQ

Conclusion : APPROVED /
3axnouenne: OJOBPEHO

Prepared by /
[Toaroroeneno: Pravesh Rana f
/

/

Checked by /
IIpoBepeHo:

makant

by

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBoautensb
Amit Kumar

/\«L‘;f

Reprint Date /
Jara: 07.11.2024

Reprint Date /
Jara: 07.11.2024

Reprint Date /
Jata: 07.11.2024

[}

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel. +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCO04E507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND!A
Tel : +91 98166 56001-02

www.drreddys.com

CEPTUPUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
INMpoaykr: Haiis® AxTusrens (HUMeCYJIMA) Tefb AJ1s1 HAPY/RHOTO TiprivMenerns, 1 %, 50T

Market / PolHok : Russia / Poceus

Batch No. / . V240734 Batch Quantity / . 24000.000units /

Cepus Ne i Pazmep cepuu ° 24000.000 exnHML
Analytical Repoﬂrt No. / . 040002715655 Date of Analysis / . 07.11.2024
AHANIUTHYECKUHA o0TYeT Ne Hdata ananusza

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

Jarta npousBoacTea Toaen no

Mfg. License No. /

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

JauneH3us Ne

Analysis performed according ND / Ananus nposesen no HJ: JII-Ne(001336)-(PI'-RU)-251022

Page2 of 6/ Ctp. 213 6

No /

Test / IloxazaTein
Ne

Result / PesyasTar

Specification / Hopma

b) UV spectrophotometry / Y-
cnekTpodoTo METpUL

Complies as prescribed
CoOTBeTCTBYET TpeHOBaHUAM

/| UV absorption spectrum of the test
solution should have absorption
maximum at 3975 nm / Y®-cnektp
HOIJIOLUEHH HMCIBITYEMOro  pacTBopa
JOJKEH UMETh MaKCUMYM IOTJIOILEHHS
npu 397+5 HM

3. | Weight of package contents / 50g/50r According to Rus. Ph. / B cooTBercTBHH
Macca coaep:KHMOro ¢ TpebopanusiMu I'® PO
YIAKOBKH

4. | pH 3.26 2.5t04.5/012,5 no4,5

5. | Viscosity / BaskocTb

973.2 centipoise /
973.2 caHTumnya3

400 to 1,200 centipoise /
Ot 400 no 1200 canTtunyas

6. | Impurities / [Ipumecu

i. | Impurity C/

Not detected / e obHapyxeHa

Not more than 0.50 % /

IMpumecs C He 6onee 0,50 %
ii. | Impurity D/ Not detected / He obHapyeHa Not more than 0.50 % /
He 60nee 0,50 %

IIpumece D

Remarks : The Product conforms to ND/
Ipameuanue: ITpoaykr cootseTcTByeT TpeboBanuam H/I

Conclusion : APPROVED /
3axmouenre: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoeneHo: Pravesh Rana [IpoeepeHo: Ramakan Ono6peno: Menemxkep / PykoBoautes
I [3 IHEQ’C _ Amit Kumar s
A~ P / I /\( /
Reprint Date / Reprint Date / Reprint Date /

Hara: 07.11.2024

Jlata: 07.11.2024

Jara: 07.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +61 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreadys.com

CIN: L85195AP1884PLCO04507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Disit. Solan, H.P.,, 273 205, INDIA
Tel 1 +91 98166 56001-02

CEPTU®UKAT AHAJIM3A

vaww.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IMpoaykr: Haii3® Axrusrens (HUMeCYMa) refb Il HapyXKHOrO MpuMeHenus, 1 %, 50 T

Market / Pulnox : Russia / Poccus

Batch No. / . V240734 Batch Quantity / . 24000.000units /

Cepus Ne ) Pasmep cepun " 24000.000 enpHuL
Analytical Repo“rt No./ . 040002715655 Date of Analysis / . 07.11.2024
Axanuruuyeckuii oTuer Ne Jara anaJsusa

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

HaTa npousBoacTBa I'onen no

Mfg. License No. /

[IpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JITT-Ne(001336)-(PT'-RU)
JuLeH3us Ne

Analysis performed according ND / Auanu3s nposegex mo HA: JII-Ne(001336)-(PT-RU)-251022

Page3 of 6/ Ctp. 313 6

E.f / Test / Ilokasarenn Result / PesyabTar Specification / Hopma
iii. | Any other impurity / 0.03% Not more than 0.50 % /

Jiobas apyras npumech He 6onee 0,50 %
iv. | Total impurities / 0.1% Not more than 1.50 % /

Cymma npumeceit He 6onee 1,50 %

7. | Microbial purity* / Mukpo0uoJiornyeckasi YHcToTa*

i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
O611ee 4ucio a3poOHBIX MHKPO- He 6onee 100 KOE/r
OpraHU3MOB

ii. | Total Combined Yeast and NA Not  more  than 10 CFU/g
mould count / Ob1iiee yncno He 6onee 10 KOE/r
JPONOKEBBIX M TUIECHEBBIX
rpuboB

iii. | Pseudomonas aeruginosa NA Should absentin 1 g/
OtcyrcTBue R 1 1

iv. | Staphylococcus aureus NA Should absentin 1 g/
OtcytcrBue B I 1

8. | Assay/Konn4yecTBenHO€ olpeaesenue

Remarks : The Product conforms to ND/
Ipumeuanue: [Iponykr coorBeTcTBYeT Tpebopanusm HJT

Conclusion : APPROVED /
3arxmtouenne: OJOBPEHO

Prepared by / .
IToarorosneno: Pravesh Rana f /

¥
&

Checked by /
[Ipoeepeno: Ramakant

i\

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoauTensb
Amit Kumar /\(} (e

Reprint Date /
Hara: 07.11.2024

Reprint Date /

Hara: 07.11.2024

~
]

Reprint Date /
Hata: 07.11.2024

Registered Office: 8-2-337, Roacd No, 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 10 <1860 2500, Fax; =91 49 4900 2999, Email: maii@drreddys.com

Citd: L351954P1984PLLCONAS0D
wiavedrreddys.com

]




- Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

CEPTUO®HKAT AHAJTM3A

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 : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Tlpogykr: Hai3® AkTHBreab (HUMECY.TH) Feflb JUTs HApYXHOTO NIPUMEHeHns, 1 %, 50 r

Market / PoiHox : Russia / Poccust

Batch No. / . V240734 Batch Quantity / . 24000.000units /

Cepuisi Ne ) Pasmep cepun * 24000.000 exuHUL
Analytical Repovrt No./ . 040002715655 Date of Analysis / . 07.11.2024
AHanuTu4yeckuii oTyeT Ne JlaTa ananusa

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

JlaTa npon3BoacTBa I'open go

Mfg. License No. /

IIpouspoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JITI-Ne(001336)-(PT-RU)
JuneH3us Ne

Analysis performed according ND / Ananu3s nposeaen mo HJT: JITT-Ne(001336)-(PT-RU)-251022

Page4 of 6/ Ctp. 413 6

No /

e Test / IlokazaTenan Result / PesyabTar Specification / Hopma
Nimesulide / 9.95mg/9.95 mr 9.0 mg to 11.0 mg of Ci3H12N205S
Humecynun (99.5 %) (nimesulide) (90.0% to 110.0% of label

claim) in 1 g of gel /

Or 9,0 MI" 10 11,0 Mr C13H12N2053

(numecymin) (ot 90,0 % no 110,0 % or

HOMUHAJILHOTO COACpXKaHusi) B 1 T rens
9. | Dimethyl sulfoxide / 95.7% 90% to 110% of C;HsOS (dimethyl

JTumeruincynbGPoKcHA

sulfoxide) of label claim /

Ot 90 % no 110 % C.HsOS
(mumeTuncynbHoKCcUa) OT
HOMHHAJIBHOTO COJIEPAKAHUA

10. | 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 TY6y u3
JaMHHUPOBAaHHOTO ANIOMUHHS, CHaOXEeHHYI0 MeMOpaHOM it KOHTPOJs
NepBOro BCKphITHs. Kaxayro TyOy BMECTe ¢ HHCTPYKUMEH 10 MEAHLIMHCKOMY
NPUMEHEHHIO [TOMEIIAIOT B Ma4Ky 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.

*TToka3zareah MOXKET OTCYTCTBOBATH B cepTudHKaTe aHAIM3A NpousBoauTeis. IlpousBoanTenn
rapasrHpyer Ka4ecTBO penapaTa 10 3THM NOKa3aTedas M.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Ilpumeuanue: IIpofyKT cooTBeTcTBYET Tpebosanusm HJJ

Zaxmoyenune: OJJOGPEHO

Prepared by / )
IMoaroroeneno: Pravesh Rana /

3

#

Checked by /
IMpoeepeHo: Ramakant

iy
il

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykosoauTens

Amit Kumar N
) /&( :/

Reprint Date /
Hata: 07.11.2024

Reprint Date /
Hara: 07.11.2024

Reprint Date / i

Hara: 07.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +51 40 4900 2900, Fax: +92 40 4300 2999, Email: maii@drreddys.com

CIN: L85135AP1984PLCOD4507
wwww.direddys.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
Tel : +91 98166 56001-02

CEPTH®HKAT AHAJIM3A

www.drreddys.com

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

Tpoaykr: Haii3® AKTHBrenb (HUMECYSH) TeNlb JUIs HapyKHOTO MpumMeneHus. 1 %o, 50r

Market / PoiHok : Russia / Poccus

Batch No. / . V240734 Batch Quantity / . 24000.000units /

Cepusi Ne ) Pasmep cepun " 24000.000 equHUL
Analytical Repourt No./ . 040002715655 Date of Analysis / . 07.11.2024
AHanuTHyecKnil oTUeT Ne Jara anajamsa

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

JlaTa npou3BoACTBA T'onen o

Mfg. License No. /

IIpouseoacTBeHHAs : MINB/05/263 MA number: / Homep PY : JITT-Ne(001336)-(PT'-RU)
auuensusi Ne

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

Page5of 6/ Crp. Su3 6

API name (INN) / Haumenopanne A®C
(MHH):

Nimesulide / Humecynun

API manufacturer batch number /
Howmep cepun npoussoaunres APC:

NMS/14090587

FP Manufacturer API Batch number /
Homep cepuu cybcTanmuu
npousBogutes I'JIP:

FERA00552

API Manufactured by & country /
Ipouzsoautens APC, crpana:

Aarti Drugs Ltd., India /
Aaptu Hparc JItn., MUaaus

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

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,

Release site /

HaunmenoBanune, afpec H HoMep
JINIEH3UH IUIOIAAKH,
OCYIIEeCTBAAIOIICH
NPOU3BOACTBO/KOHTPOJIL
xayecTBa/Boimyck I'JID /

Distt. Solan (HP) 1732035, India (License No MNB/05/263) /
II-p Penpaw’c JlaGopatopuc Jita., Manwus,
ITpouseoacTBeHHOE MoApasaeneHne-6, Bumnamwk Kxons,
Hanarapx Poya, Bamuu, Conan uctpukr, X.I1. 173205,
Hnauna (JTuuensus 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/

IIpumeuanue: Ipoaykt cooTBeTcTBYeT Tpebosanuam HJI

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

Prepared by / )
IHoarorosneno: Pravesh Rana _/

‘_—'-

<

Checked by /
[Tporepeno: Ramakant

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

W ‘& Amit Kumar /\( 2

Reprint Date /
Hata: 07.11.2024

Reprint Date /
Jara: 07.11.2024

\ Reprint Date / 1
Tlara: 07.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel; +$1 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCO04507
www.direddys.com




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

. ®e
) L/ ‘.. Vill. Khol, Nalagarh Road, Badd
Dr"Reddy S s Distt. Solan, H.P., 173 205, IND!A

Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOPUKAT AHAJIU3A ' '

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr: Haii3® AkTHBrenb (HUIMECYIMA) reib A1 HAPYXKHOTo npuMeHenus, 1 %, 50 T
Market / Prinok : Russia / Poccus
Batch No. / . V240734 Batch Quantity / . 24000.000units /
Cepus Ne ) Pasmep cepun " 24000.000 equHUL
Analytical Repovrt No./ . 040002715655 Date of Analysis/ . 07.11.2024
AHannTnyeckuii ordyer Ne JlaTa ananusa
Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026
JaTa npoussoacrsea T'open g0
Mfg. License No. /
IIpouspoacrBeHHAA : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
nuueH3us Ne
Analysis performed according ND / Ananns nposeaed no HJI: JIII-Ne(001336)-(PI'-RU)-251022

Page 6 of 6/ CTp. 6 u3 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 establishedy.

3aKa0ueHHe 0 COOTBeTCTBHM: «HacTosAIUM 1 HOATBEPKIAI0, YTO MPUBEICHHAS BhIIIIe HHGOPMANKsI ABIIAECTCS
JOCTOBEPHOM ¥ TOYHOM. DTa CepHs IPOAYKIMM IPOH3BeAcHA (BKIIOYAs YHAKOBKY (MapKHPOBKY) U KOHTPOJb
KadecTBa) Ha BBINIEYKa3aHHOW IPOU3BOICTBEHHOH ILTOINAjAKe (IUIOIIAAKAaX) B ITOJHOM COOTBETCTBUH C
TpeGoBanuaMH [IpaBui Ha/UIeXaIei TPOM3BOICTBEHHOM NpaKTHKM EBpasuiickoro skoHoMuuecKoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsops 2022) u TpeOOBaHUIMH KOHTDPOJII KayeCTBa JICKAPCTBEHHBIX
CPEJICTB, a TAKXKE B COOTBETCTBHH CO CIENMMHKANMAMH, COACPKATUMHCA B PETUCTPALIHOHHOM JIOChE CTPaHbI-
UMIIOpPTEpa. 3alMCH 10 HPOU3BOJCTBY, YIAKOBKE M aHAIM3y IPOBEPEHBI, M YCTAHOBJICHO HUX COOTBETCTBHE
tpeboBanusM [IpaBun Haexanell Mpou3BoCTBEHHON pakTHKU EBpasHiCKOro 9KOHOMHUYECKOTO COX03a.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Tpogykt cooTBeTcTBYET Tpebopanusam HJI 3aknouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
oxrorosneno: Pravesh Rana { ITposepeHo: Ramakan‘i Ono6peno: Menemxep / PykoBogurensb
. Amit Kumar il
z Bl P
Reprint Date / Reprint Date/  ~ Reprint Date / '
Jara: 07.11.2024 Hara: 07.11.2024 Jara: 07.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +G1 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



