Dr.Reddy’s "6.‘

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel . +91 98166 56001-02
CEPTUPUKAT AHAJIN3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Mpoaykr: Haits® Aktusrens (HIMECYIIHA) Tellb JUIsL HApYXKHOrO NpuMeHerus, 1 %, 100 r
Market / PoiHOK : Russia / Poccust
Batch No. / . V230989 Batch Quantity / . 11711.000 units /
Cepust Ne ) Pasmep cepun © 11711.000 egunuL
Analytical Repourt No. / . 890001708333 Date of Analysis / . 28.12.2023
AHaluTHYeCKUii oT4yeT No JlaTa aHanu3a
Date of Manufacture / . 12/2023 Date of Expiry / . 11/2025
JlaTa npou3BOACTBA I'onen no
Mfg. License No. /
IIpouzBoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
JueH3us Ne
Analysis performed according ND / Anasu3 nposeaes no HJI: JIII-Ne(001336)-(PI'-RU) dt. 25.10.2022 /
JITI-Ne(001336)-(PT-RU) ot 25.10.2022

Page1of 6/ Crp. 113 6

JI:.? d Test / [ToxkazaTenn Result / PesyabTar Specification / Hopma
1. Description / Onucanue Homogeneous, transparent, pale- Homogeneous, transparent, colorless to
yellow gel with characteristic odor | pale-yellow gel with characteristic odor /
/ OaHOPOIHBIH NIPO3payHbIH reib OnHoOpomHBI NpPO3payHbIA  reflb  OT
0JIeqHO-KENTOro 1BeTa ¢ 6ECLBETHOTO J10 OJ1eTHO-XKENTOro LBeTa
XapaKTepHbIM 3aMaxoM C XapaKTEPHBIM 3a11aXOM
2. Identification / UnenTudukanns
a) HPLC / BOXX Complies as prescribed /| The retention time of the main peak in
CooTBETCTBYET TPEOOBAHMAM 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 TMHKa Ha XPOMAaTOrpamMme
WCTIBITYEMOTO pacTBopa JIOJDKHO
COOTBETCTBOBATh BpEeMEHH
yAEpXXHBaHUS OCHOBHOIO TMMKa Ha
XpoMaTorpamMmme pacTBopa
cTaHgapTHoro ofpa3ua HUMeCyJIMaa
(paznmen «Konu4ecTBeHHOE
ompeeNieHHE)
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: IIponykT cooTBeTcTBYET TpeboBanuam HJI 3axmoyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoxarororneno: Ankit ﬂ IIpoBepeHo: S&osh Kumar OnobpeHo: Menemxep / PykosoauTenb
1L~ | Maurya o Manoj Kumar “Y‘B‘_‘E’l{
Reprint Date / Reprint Date / Reprint Date /
Hara: 28.12.2023 Jara: 28.12.2023 JlaTa: 28.12.2023

Registered Cffice: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2929, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
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, INDIA
Tel : 491 98166 56001-02

CEPTUOPUKAT AHAJIM3A

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ipoaykr: Haiiz® AxTuBrenb (HUMECYNHA) relb ISl HApY>KHOTO NpuMeHen s, 1 %, 100 r

Market / Pninok : Russia / Poccus

Batch No. / - V230989 Batch Quantity / . 11711.000 units /

Cepusi No : Pazmep cepun © 11711.000 eguHuAL
Analytical Repo“rt No. / . 890001708333 Date of Analysis / . 28.12.2023
AHanuTnyeckuii oTuer Ne JlaTa anaauza

Date of Manufacture / . 12/2023 Date of Expiry / . 11/2025

JaTa npon3BoacTBa T'ogen go

Mfg. License No. /

[IpousBoacrBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
anueHzus Ne

Analysis performed according ND / Ananus nposeaen mo HJI: JITII-Ne(001336)-(PI'-RU) dt. 25.10.2022 /

JII-Ne(001336)-(PI'-RU) ot 25.10.2022

Page2 of 6/ Ctp. 2 u3 6

b) UV spectrophotometry / VO-
cneKTpodoTO METPUS

Complies as prescribed
CooTBeTcTBYeT TpeOOBAHUAM

/

UV absorption spectrum of the test
solution should have  absorption
maximum at 397+5nm / Y®-criektp
NOIJIOWIEHHsT KMCIIBITYEMOrO  pacTBoOpa
JOJDKEH MMETh MAaKCHMYM IOTJIOIIEHHS
nipu 39745 um

3. | Weight of package contents /
Macca coxep:kuMoro
YHAKOBKH

101g/101 r

According to Rus. Ph. / B cooTBeTcTBUH

¢ Tpeboranusmu ['® PO

4. pH

3.24

25t04.5/0t12,5 n04,5

5. Viscosity / Bazkoctb

971.6 centipoise /
971.6 canTumyas

400 to 1,200 centipoise /
Ot 400 o 1200 cantunyas

6. | Impurities / IIpamecn

i. Impurity C/

ITpumecs C

ii. | Impurity D/

ITpumecs D

iii. | Any other impurity /
Jlro6as npyras npumech

Not detected / He 0OHapy»xeHa

Below LOD (LOD = 0.02 %) / Huxe
npeznena o6uapyxenus (I10 = 0.02 %)

0.03%

Not more than 0.50 % /
He 6onee 0,50 %

Not more than 0.50 %/
He 6onee 0,50 %

Not more than 0.50 %/
He 6oee 0,50 %

Remarks : The Product conforms to ND/

Ipumeyanue: [Ipoxykr coorBercTByeT TpeboBanusm HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

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

Hoaroroeneno: Ankit /f\ [Tpoepeno: Santosh Kumar Onobpeno: Menemkep / Pykosoguresb
3 - Maurya 4 Manoj Kumar Yorreed

Reprint Date / Reprint Date / Reprint Date /

JHata: 28.12.2023 Hara: 28.12.2023 Jara: 28.12.2023

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +81 40 4900 2229, Email: mail@drreddys.com

CIN: L85195AP1884PLCCO507

www.direddys.com




Dr.Reddy’s “:'.

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUOHUKAT AHAJIM3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for

external use, 1 %, 100 g

Ipoaykr: Hajiz® Aktusrens (HUMeCYINN) renb JUIA HApYKHOTO npumeHeHus, 1 %, 100 r

Market / Pblnok : Russia / Poccus

Batch No. / . V230989 Batch Quantity / . 11711.000 units /

Cepus No ) Pazmep cepun * 11711.000 eguuuny
Analytical Repourt No. / . 890001708333 Date of Analysis / . 28.12.2023
AHaguTHyeckunii oTyer No JlaTa ananusa

Date of Manufacture / . 12/2023 Date of Expiry / . 11/2025

JlaTa npousBoacTaa I'opeH no

Mfg. License No. /

[IpouseoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JnueH3usn Ne

Analysis performed according ND / Auanu3 nposegen no HJI: JIII-Ne(001336)-(PT-RU) dt. 25.10.2022 /

JITI-Ne(001336)-(PI'-RU) ot 25.10.2022

iv. | Total impurities /
Cymma npumeceit

0.04 %

Page3 of 6/ Crtp. 313 6

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

7. | Microbial purity* / MukpoOHoioruueckas 4acrora*®

i. | Total Aerobic Microbial Count /
O61ee yuco adpoOHBIX MUKPO-
OpraHu3MOB

Less than 10 CFU/g/
Menee 10 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

ii. | Total Combined Yeast and
mould count / O01uee yucio
JPONOKEBBIX U IJISCHEBBIX
rpuboB

ili. | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

Less than 10 CFU/g/
Menee 10 KOE/r

Absentinl g/
OtcyrcTByeTB 1 T

Absentin 1 g/
OtcyrcTByeTB 1 1

Not more than
He 6onee 10 KOE/r

Should absentin 1 g/
OrcyrctBHEe B 1 T

Should absentin 1 g/
OrcytctBUe B 1 1

10 CFU/g

/

8. | Assay/KoandecTBenHoe onpenejieHue

Remarks : The Product conforms to ND/

ITpumeuanne: IIponykT COOTBETCTBYET

TpebopanusaM HJJ

Conclusion : APPROVED /
3akarouenne: OJJOBPEHO

Prepared by / f

Checked by /
[Tpoeepeno: Santosh Kumar
Maurya gﬁ

Approved by: Manager/Executive /
Onobpero: Menemwkep / Pykosogurens

Manoj Kumar M{ f

Reprint Date /
Hara: 28.12.2023

Reprint Date /
Hara; 28.12.2023

Reprint Date /
Hara: 28.12.2023

IMonrorosiaeHo: Ankit
Registered Gffice:

8-2-337, Road No. 3, Banjara Hills, Hyderaba

d - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.ccm




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTU®UKAT 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 : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g

Ipoaykr: Haiiz® AxTHBrens (HAMECYIHA) reib Al HApyKHOro npuMerneHus, 1 %, 100 r

Market / Peltok : Russia / Poccus

Batch No. / . V230989 Batch Quantity / . 11711.000 units /

Cepusi Ne ) Pasmep cepun * 11711.000 enuHKuL
Analytical Repovrt No./ . 890001708333 Date of Analysis / . 28.12.2023
AHaJUTUYECKUIT oTUYeT Ne JlaTa aHanu3a

Date of Manufacture / . 12/2023 Date of Expiry / . 11/2025

JaTa npon3BoaCTBA T'onen 10

Mfg. License No. /

IIponsBoacrBeHHast : MNB/05/263 MA number: / Homep PY : JHI-Ne(001336)-(PT-RU)
JMieH3uss Ne

Analysis performed according ND / Auasus npoeaen no HJL: JIIT-Ne(001336)-(PT-RU) dt. 25.10.2022 /

JITI-Ne(001336)-(PT-RU) ot 25.10.2022

Page4 of 6/ Crp. 4 u3 6

Nimesulide /
Humecynun

10.00 mg/ 10.00 mr
(100.0 %)

9.0 mg to 11.0 mg of C13H12N205S
(nimesulide) (90.0% to 110.0% of label
claim)in 1 gofgel /

Ot 9,0 mr mo 11,0 mr Ci3Hi2N>O5S
(ammecynun) (ot 90,0 % no 110,0 % or
HOMMHAJILHOTO cofiepkanus) B 1 r rens

9. | Dimethyl sulfoxide /
Jdumeruncyiasgorcun

99.7%

90% to 110% of C:HesOS (dimethyl
sulfoxide) of label claim /

Ot 90 % no 110 % CoHsOS
(muMmeTuncynbHoKcHa) OT
HOMHKHAJILHOT'O COHepIKaHHs

10. |Package/ YmaxoBka

100 g in a laminated aluminum tube equipped with tamper-evident membrane.
Each tube and a patient information leaflet in a carton. / [To 100 r B Ty6y un3
JaMMHHMPOBAHHOTO aJIOMMHHSA, CHabO)KeHHyI0 MeMOpaHOW Aans KOHTpOJA
nepeoro BCKphITHA. Kaxayto Ty0y BMeCTe ¢ HHCTPYKIMEH [0 MEIHULIMHCKOMY
NPUMEHEHHUIO MOMEIIAIOT B TAYKy 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.

*Tloka3aTe/ib MOXKeT OTCYTCTBOBAThL B cepTHdHKaTe aHAN3A Npon3BoauTes. [IpoussoauTenn
rapaHTHpPyeT Ka4ecTBO Npenapara no 3THM NoKa3aTe M.

Remarks : The Product conforms to ND/
Ipumeuanne: [Tponykt coorsercTByeT TpeboBanrsm HJI

Conclusion : APPROVED /
3akarouenne: OJJOBPEHO

Prepared by /
[Toarorosieno: Ankit

Checked by /
ITpoeepeno: Santgsh Kumar
Maurya &)ih

e

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoauTtens

Manoj Kumar fIh:r f_fff

Reprint Date /
MHara: 28.12.2023

Reprint Date /
Jara: 28.12.2023

Reprint Date /
Hara: 28.12.2023

Registered Office:
Tel: 191 40 1900 2900, Fax: 191 10 1900 2992, Email: mail@drraddyc.com

8-2-337, Road No. 3, Banjara Hills, Hyderaba

CIN: L85195AP1984P1LCO04507
www.drreddys.com

d - 500034, Telangana, India




Dr.Reddy’s Q’:’o

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHU®UKAT AHAJIM3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g

Tpoayxr: Haiis® AkTuBress (HuMecyiua) refib Juisi HAPYKHOTO NpuMeHenus, 1 %, 100 r

Market / Poinok : Russia / Poccust

Batch No. / . V230989 Batch Quantity / . 11711.000 units /

Cepus Ne ) Pazmep cepun © 11711.000 enunwn
Analytical Repo:'t No./ . 890001708333 Date of Analysis / . 28.12.2023
AHanuTndyeckuii oryet Ne JlaTa aHanu3a

Date of Manufacture / . 12/2023 Date of Expiry / . 11/2025

JlaTa npon3BoacTBa I'open o

Mfg. License No. /

IIpousBoacTBeHHas : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT'-RU)
JIHIEeH3us Ne

JITT-Ne(001336)-(PT-RU) o 25.10.2022

Analysis performed according ND / Anasnus nposeaex no HJX: JITI-Ne(001336)-(PI'-RU) dt. 25.10.2022 /

Page50f 6/ Ctp. S5u3 6

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

Nimesulide / Humecynun

API manufacturer batch number /

IIpouseogurens APC, cTtpana:

Homep cepun npouszsoaurensa ADC: NME 18680769

FP Manufacturer API Batch number /

Howmep cepun cyGcTannum FEQAO00580
npoussogurensa I'JIP:

API Manufactured by & country / Aarti Drugs Ltd., India /

Aaptu [parc JItn., Unous

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

HaumenoBanue, agpec H HOMep
JIHUEH3UH NIOIATKH,
oCyHIecTBISIOmEeH
NPOH3BOJCTBO/KOHTPOJIb
kayecTsa/Bpinyck I'JI® /

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan (HP) 173205, India (License No MNB/05/263) /

[TpousBoACTBeHHOE ToApa3aeneHue-6, Bumnamk Kxonp,
Hanarapx Poya, banau, Conan {uctpukr, X.I1. 173205,

H-p Peqnu’c Jlaboparopuc JIta., Uanus,

Hunus (JIuuensus 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 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».

Remarks : The Product conforms to ND/
Mpumeuanue: [Iponykr cooTBeTcTBYeT TpeboBanusm HJL

Conclusion : APPROVED /
3axnrwyenune: OJJOBPEHO

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

INoarorosneno: Ankit [Tporepeno: Santgsh Kumar Onobpeno: Menemwxkep / Pykosgauresns
Maurya & == Manoj Kumar J'b“’ (eod

Reprint Date / Reprint Date / Reprint Date /

Jarta: 28.12.2023 Hara: 28.12.2023 Jara: 28.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, {ndia

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO045G7
www.drreddys.com



@ Dr. Reddy's Laboratories Ltd.
Dr. Reddy’s ... Formulation Unit-6
° Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUOHKAT AHAJIU3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Mpoaykr: Haiz® Akrusresis (HuMecyaua) reib A HapyKHOro npuMeHenus, 1 %, 100 r

Market / Pultok : Russia / Poccus

Batch No. / . V230089 Batch Quantity / . 11711.000 units /

Cepusi N ) Paszmep cepuu * 11711.000 egusuL
Analytical Repourt No./ . 890001708333 Date of Analysis / . 28.12.2023
AHaJuTHYECKMIl oTyeT Ne JlaTta aHanu3a

Date of Manufacture / . 12/2023 Date of Expiry / . 11/2025

JaTa npou3BoACTBA I'onen no

Mfg. License No. /

IIpousegoacTreeHHast : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JuneH3ua Ne

Analysis performed according ND / Ananu3 nposeanen no HII: JIII-Ne(001336)-(PT-RU) dt. 25.10.2022 /
JITI-Ne(001336)-(PI'-RU) ot 25.10.2022

Page 6 of 6/ CTp. 6 u3 6

3aka049enne o cooTBercTBHM: «HacTosIuM s MOATBEPXKAAL0, YTO IPUBE/ICHHAs BhIIE HHGOPMAlKs JBISETCA
JIOCTOBEPHOH M TOYHOM. DTa CepHs MPOAYKIMH MPOU3BEeHA (BKIIOYAS YIIAKOBKY (MapKHPOBKY) W KOHTPOJIb
KadecTBa) Ha BHIIIEYKA3aHHOM ITPOM3BOJCTBEHHOM IUIOIaaKe (IIIOIIAAKaX) B IIOJHOM COOTBETCTBMM C
TpeGoBanusMH [IpaBuil HaIekKaIe# MPOr3BOCTBEHHON NPaKTUKU EBpasuiickoro 3KOHOMUYECKOro coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsops 2022) u TpeOOBaHUAMH KOHTPOJIS KayecTBa JIEKAPCTBCHHBIX
CPEJICTB, @ TAKXKE B COOTBETCTBHH CO CIIECIMHUKAISIMH, COAEPKAIIUMMCS B PETHCTPAIIMOHHOM IOCHE CTPaHbI-
UMIIOpPTEPA. 3allUCH 110 TIPOM3BOACTBY, YIAKOBKE M aHAIU3y IIPOBEPEHBI, M YCTAHOBJIEHO HX COOTBETCTBHE
TpeboBanusaM [IpaBui HajIeKaneil NPoN3BOACTBEHHOM NPAaKTUKH EBpasHiCKOro SKOHOMHYECKOTO COFO3a).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeyanue: [IponykT cooTBeTcTBYeT TpeboBaHusaM HJI 3akawuenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[oaroroeneno: Ankit IIpoeepeno: Santosh Kumar Onobpeno: Menemkep / PykopoanTeinb
/ Maurya &E Manoj Kumar \‘QL—L&L

Reprint Date / Reprint Date / Reprint Date /
Jara: 28.12.2023 Hara: 28.12.2023 Jata: 28.12.2023

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: L85195AP13984PLC0O045G7
vrww.drreddys.com




