Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Dr. Reddy's Laboratories |td.
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
Npoayxr: Haiis® Axrupresib (HUMECYJIH) TeNb AN HAPYXKHOTO MPUMEHEHHs, 1 %, 50T

Market / Pnitiok : Russia / Poccus

Batch No. / . V240028 Batch Quantity / . 23590.000units /

Cepust Ne ) Pasmep cepun " 23590.000 eaunmiy
Analytical Repovrt No./ . 040002771485 Date of Analysis / . 29.12.2024
AHAJMUTHYECKHIT oTyeT Ne JlaTa ananu3a

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

JlaTa npousBoacTBa T'ogen oo

Mfg. License No. /

IMpousBoacTBeHHAast : MINB/ 05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PT-RU)
JuLeHsus Na

Analysis performed according ND / Auasiuz npoBenen mo HJI: JITI-Ne(001336)-(PI'-RU)-251022

Page 10f6/Ctp. 1 u3 6

i.‘? i Test / Iloka3aresb Result / PesyasTat Specification / Hopma
1. Description / Onucanne Homogeneous, transparent, pale- | Homogeneous, transparent, colorless to

yellow gel with characteristic odor /
OnHopoaHbld Mpo3pauHblil  rellb
OneaHO-KeNTOro LBeTa c
XapaKTepHBIM 3arlaxom

pale-yellow gel with characteristic odor /
OIHOPOAHBIA MpO3pauHbIi  Trellb  OT
GecuBeTHOro 40 6JeIHO-KENTOro LBeTa
C XapaKTEepHbIM 3a1axoM

2. Identification / UnenTHdukanns

2) HPLC / BDXKX

Complies as prescribed /
CooTBeTcTBYET TpEOOBAaHUAM

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 ynep>kuBaHHA
OCHOBHOTO IMKa Ha XpoMmaTorpaMme

HCTIBITYEMOTO pacTBopa JOJDKHO
COOTBETCTBOBATh BpEeMEHH
yAep>KHBaHUS OCHOBHOIO IIMKa Ha
XpoMarorpamme pacTBopa
cTaHaapTHoro obpasua HMMeECYJIMaa
(paznen «KomuuecTBeHHOE
onpeeeHHE»)

Remarks : The Product conforms to ND/

IIpumeuanue: [Iponykr coorBercTByeT TpeboBanusam HJI

Conclusion : APPROVED /
3akmouenune: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Hoaroroeneno: Santosh Kumar IIpoeepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoautens
Maurya Amit Kumar -

Reprint Date / Reprint Date / Reprint Date / ‘

Jara: 29.12.2024

Hata: 29.12.2024

Jara: 29.12.2024

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 “:‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUO®UKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IMpoaykr: Haiiz® Axtuprens (HUMeCYIHA) Felib U HAPYXKHOTO MpuMeHeHHs, 1 %, 50 r

Market / Pinok : Russia / Poccns

Batch No. / . V240928 Batch Quantity / . 23590.000units /

Cepusn Ne ) Pa3smep cepuu * 23590.000 expnuIy
Analytical RepOj‘t No./ . 040002771485 Date of Analysis / . 29.12.2024
AHajanTHyeckuii oTueT Ne HaTa aHanusa

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

JaTta npoussoacTBa I'opeH no

Mfg. License No. /

IIpousBoacTBeHHAsN : MNB/ 05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JHLeH3nsa Ne

[Analysis performed according ND / Ananu3s nposeaes no HJI: JII-Ne(001336)-(PI'-RU)-251022

Page2 of 6/ Crp. 2u3 6

Test / Iloxkazaren

Result / PesyabTar

Specification / Hopma

b) UV spectrophotometry / YO-
criekTpohoTo MeTpus

Complies as prescribed
CooTBeTcTBYET TpeOOBAHHUIM

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / Y®-cnektp
MOTJIOUIEHUsT HCIIBITYeMOI0  pacTBopa
JIOJDKEH WMEeTh MakCHMYM TMOIJIOLEHHs
npu 397+5 HM

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

4. | pH 3.23 2.5t04.5/012,5 04,5

5. | Viscosity / BaskocTs 987.3 centipoise / 400 to 1,200 centipoise /

987.3 canTunyas Ot 400 no 1200 cantunyas

6. | Impurities / IIpumecn

i. | Impurity C/ Not detected / ne obHapyxeHa Not more than 0.50 % /

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

Remarks : The Product conforms to ND/

Ilpumeuanne: IIpoaykt coorsercTByet TpedoBanram HJL

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
[loaroroenexo: Santosh Kumar, .
Maurya /:@

Checked by /
Iporepeno: Pardeep Kumar

=

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

Amit Kumar o
N

Reprint Date /
Hara: 29.12.2024

Reprint Date /
Jarta: 29.12.2024

Reprint Date /
Hara: 29.12.2024

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
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CERTIFICATE OF ANALYSIS
CEPTUDPHKAT AHAJIN3A

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

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr: Haiiz® AxtuBrens (HUMeCYIUA) rellb Ul HApYKHOTO MpuMeHeHus, 1 %, 50 r

Market / Puitok : Russia / Poccus

Batch No. / . V240928 Batch Quantity / . 23590.000units /

Cepusa Ne ) Pasmep cepun * 23590.000 eauHuL
Analytical Repovrt No./ . 040002771485 Date of Analysis / . 29.12.2024
AHaJuTHYECKHH 0TYeT Ne JdaTa anaiusa

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

JaTa npouzBoacTBa Topen no

Mfg. License No. /

IIpoussoacTBeHHas : MNB/ 05/263 MA number: / Homep PY : JII[I-Ne(001336)-(PI™-RU)
JHLeH3na Ne

Analysis performed according ND / Ananus nposeaed mo HJI: JII-Ne(001336)-(PI'-RU)-251022

Page30f 6/ Ctp. 3136

Jlj.(? 4 Test / Ilokazarens Result / Pesyabrar Specification / Hopma
iii. | Any other impurity / 0.04% Not more than 0.50 % /

Jlrobas 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* / Mukpo6uoJiornyeckas yncrora*

i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g/
Ob1ee 4nciio aspoOHBIX MUKPO- He 6onee 100 KOE/r
OpraHu3MOB
i1, | Total Combined Yeast and NA Not more  than 10 CFu/g /
mould count / Obuiee uncno He 6onee 10 KOE/r
JIPOMOKEBBIX H IIIECHEBEIX
rpubos
iii. | Pseudomonas aeruginosa NA Should absentin 1 g/
OtcyrctBHEe B 1 T
iv. | Staphylococcus aureus NA Should absentin 1 g/

OrcyrctBUe B 1 T

8. | Assay/KonndecTBeHHOe ONpeaesieHUe

Remarks : The Product conforms to ND/
Ipumeuanne: [IpogykT coorBeTcTBYET TpeboBanusM HJJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IToxrorosneno: Santosh Kumar _
Maurya g

Checked by /

Ipoeepeno: Pardeep Kumar

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

Amit Kumar )X B ;

Reprint Date /
JHara: 29.12.2024

Reprint Date /
Jara: 29.12.2024

Reprint Date /
Jara: 29.12.2024

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
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIH3A

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
poaykT: Haﬁ3® AKTHUBreNns (HUMeCynun) redib A Hapy)KHOro npumenenns, 1 %, 50r

Market / PoiHok : Russia / Poccus

Batch No. / . V240028 Batch Quantity / . 23590.000units /

Cepus Ne ) Pazmep cepum ©23590.000 enunan
Analytical RepOft No. / . 040002771485 Dafe of Analysis / . 29.12.2024
AHannTU4eCKHid oTueT Ne Jarta anannza

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

JMaTa nponsBoaCTBa INogeun no

Mfg. License No. /

IMpoussoacTBeHHAA : MNB/ 05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PI™-RU)
JHUeH3us Ne

Analysis performed according ND / Ananu3 nposener no HJL: JITI-Ne(001336)-(PT-RU)-251022

Page4 of 6/ Ctp. 4 m3 6

i(? / Test / IlokazaTean Result / Pesyabrar Specification / Hopma
Nimesulide / 9.87 mg/9.87 mMr 9.0 mg to 11.0 mg of C13H12N20sS
Humecynun (98.7 %) (nimesulide) (90.0% to 110.0% of label

claim)in 1 gof gel /
Or 9,0 MI 10 11,0 Mr C13H12N205S
(aumecymun) (ot 90,0 % no 110,0 % ot
HOMMHAJILHOIO coAepkaHus) B 1 r rens
9. | Dimethyl sulfoxide / 101.0 % 90% to 110% of C-HsOS (dimethyl
JumeruicyabhporcH sulfoxide) of label claim /
Ot 90 % nmo 110 % C:HsOS
(nuMeTtuncynbokcun) ot
HOMMHAJIEHOT'O COJIepIKaHHsA
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 TyOy u3
JaMUHHPOBAHHOIO ANIOMMHUS, CHAaOXEHHYIO MeMOpaHOH JUIl KOHTpONs
nepBoro BekpbiTHs. Kakayro TyOy BMECTE ¢ MHCTPYKUMEH MO MEAULIHHCKOMY
NPUMEHEHHIO OMEILAIOT 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.

*TlokxazaTe/b MOKeT OTCYTCTBOBATH B cepTH(uKaTe aHaIM3a npoussoautes. llpoussoauren
rapasHTMpyeT Ka4ecTBO Penapara 1o 3TMM MOKa3aTe M.

Remarks : The Product conforms to ND/
TIpameuanne: [TpoaykT cooTBeTcTBYeT Tpebosanusam HJI

Conclusion : APPROVED /
3akaouenne: OJOBPEHO

Prepared by /

IMoarorosneno: Santosh Kumar,

Maurya %
_—

Checked by /
[Tpoeepeno: Pardeep Kumar

J—

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

Amit Kumar /S\ R
S

Reprint Date /
Jlara: 29.12.2024

Reprint Date /
Hara: 29.12.2024

Reprint Date /
Jara: 29.12.2024

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 Laboratories Ltd.

‘... Formulation Unit-6
9 @ Vill. Khol, Nalagarh Road, Baddi,
Dr.Red dy S N Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUPUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Tponykr: Halis® AkruBrens (HuMecyini) reib Ul HapykHOTo npivererns. 1 %, 50 r

Market / Poitok : Russia / Poccus

Batch No. / . V240928 Batch Quantity / . 23590.000units /

Cepus Ne ) Pa3smep cepun * 23590.000 envHuUL
Analytical Repogrt No. / . 040002771485 Date of Analysis / . 99.12.2024
Auanuruyeckmii oryer Ne JlaTa ananusa

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

JlaTa npon3BoACTBa TI'ogeH no

Mifg. License No. /

IpounssoacTBeHHast : MNB/ 05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JHleH3us1 Ne

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

Page Sof 6/ Ctp. 5u3 6

I(API naI:ne (INN) / HaumenoBanne ADC NimEsalide e

API manufacturer batch number / NMS/14100698

Homep cepuu npoussogutes ADPC:

FP Manufacturer API Batch number /

Homep cepuu cyOcTaHUHH FERAO00618

npounssogurens I'JID:

API Manufactured by & country / Aarti Drugs Ltd., India /
IIpoussogntens APC, crpana: Aapru Hparc JIta., Maauns

Name, address, authorization No for

FP manufacturing site / Control site / Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Release site / Distt. Solan (HP) 173205, India (License No MNB/05/263) /
Haumenosanue, agpec H HoMep I-p Peanu’c Jlabopatopuc JIta., Uanus,
JIHIEH3HH IJIOLIAJAKH, IMpousBoncTBeHHOE MopasaeneHune-6, Buinapk Kxolis,
oCyIeCTBIAOLIeH Hanarapx Poyn, bapnu, Conan ductpuxr, X.I1. 173205,
HIPOM3BOACTBO/KOHTPOJIbL Wnnns (JInuensus Ne MNB/05/263)
kadecTrsa/Beinyck I'JIP /

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/ Conclusion : APPROVED /
IIpumeuanne: [Ipoaykr cooTBeTcTByeT Tpeboanuam HJI 3axaouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloarororneno: Santosh Kumar.~ [IpoeepeHo: Pardeep Kumar Opobpeno: Menemxep / PykoBoautens
Maurya %@ L Amit Kumar e

= N =
Reprint Date / Reprint Date / Reprint Date / !
Jara: 29.12.2024 Jara: 29.12.2024 Jara: 29.12.2024

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 Laboratories Ltd,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,

&
Dr. Reddy’s q... Distt. Solan, H.P,, 173 205, INDIA

Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTU®UKAT AHAJIU3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoaykr: Haitzs® AxTHBre s (HUMECYJIUA) TeIb [/15 HApYXKHOTO npHMeHeHus, 1 %, 50 r

Market / Pnihok : Russia/ Poccus

Batch No. / . V240028 Batch Quantity / . 23590.000units /

Cepust No ) Pa3mep cepuu * 23590.000 enuHuM1L
Analytical Repovrt No./ . 040002771485 Date of Analysis / . 29.12.2024
AHaJauTuuyeckuii oTyer Ne Jata ananusa

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

JlaTa npou3BoACTBa I'onen no

Mfg. License No. /

IIpousBoacTBeHHAsA : MNB/ 05/263 MA number: / Homep PY : JII1-Ne(001336)-(PI'-RU)

JIHUEH3ns1 Ne
Analysis performed according ND / Ananus nposeaer no HJI: JIIT-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 Furasian Economic

Union is established».

3aximodyense o cooTBeTcTBHH: «HacToAmuM A MOATBEPXKIat0, YTO IIPHBECHHAS BhIIe HHGOpPMANUs SBJISIETCS
JIOCTOBEPHOM WM TOYHOH. DTa cepus MPOMYKUUH MPOM3BeeHa (BKIIIOYas yIAaKOBKY (MapKHPOBKY) M KOHTPOJb
KayecTBa) Ha BBINIEYKA3aHHOW MPOW3BOJCTBEHHOW IUIOMAaAKe (IUIOIIAgKax) B IIOJIHOM COOTBETCTBHH C
tpeboBanusaMu [IpaBui Ha/uiekameld MPOU3BOACTBEHHON NMPakTHKH EBpazuiickoro sKkoHOMHYeCKoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsOps 2022) u TpeGOBaHMIMHM KOHTPOJIS KadeCTBa JIEKAPCTBEHHBIX
CpPEJICTB, a TAKXXEe B COOTBETCTBHHU CO CHENM(DUKAUSIMHU, CONEPKAUIMMHUCI B PETHCTPAIAOHHOM JIOCHE CTPaHEI-
UMIIOpTEPA. 3alMCH 1O MPOM3BOACTBY, YIAKOBKE M aHAIN3Y IPOBEPEHBI, H YCTAHOBIEHO HMX COOTBETCTBHE
tpeboBanusaM [IpaBun Hagnmexarei Ipou3BOACTBEHHOM NPakTUKU EBpazuiickoro 3KOHOMHYECKOTO COKO3a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [Ipogykr coorBercTByeT TpeboBanusM HJI 3axmioyenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INoarororneno: Santosh Kumar HpbBepeHo: Pardeep Kumar Ono6peHo: Menemxkep / PykoBoauresb
Maurya {7 Amit Kumar Y

i 25 Q«fr—:‘ ;’S\ L
Reprint Date / Reprint Date / Reprint Date / '
Hara: 29.12.2024 Hara: 29.12.2024 Hara: 29.12.2024

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



