Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IMponykr: Hajis® Akrusresns (HUMeCyHa) relib JUIs HapyKHOro npuMeHenus, 1 %, 50 r

Market / Purtok : Russia / Poccus
Batch No. / . V240128 Batch Quantity / . 23,431.00 units /
Cepusi No ! Pasmep cepun * 23,431.00 exquHuL

Analytical Report No. /
AHanuTH4YeCKMii oTyeT Ne

: 040002464890

Date of Analysis /
Hara ananusa

¢ 28.03.2024

Date of Manufacture /

: 03/2024
JaTa npousBoACTBa

Date of Expiry /
T'ogen no

: 02/2026

Mfg. License No. /
IlpouseoacTBeHHast
JnueH3ns Ne

: MINB/05/263

MA number: / Homep PY

:+ JIII-Ne(001336)-(PT-RU)

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

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

Pagel1 of 6/ Crp. 143 6

No/

Test / IToxa3zarein
Ne

Result / PesyabTar

Specification / Hopma

1. Description / Onucanne

Homogeneous, transparent, pale-
yellow gel with characteristic odor
/ OpHOPOOHBIH MPO3paUHbIH relb
0JIeIHO-)KENTOrO 1[BETA C
XapaKTepHBIM 3aMaXoM

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor /
OOHOPOAHBIA MNpO3pauHbIl Trejlb  OT
GecLBETHOTO /10 OJIeAHO-KENITOrO LBETa
C XapaKTEePHBIM 3aMaxoM

2. Identification / UnenTudukanus

a) HPLC / BOXKX

Complies as prescribed
CootBeTcTBYET TpEOOBAHMAM

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 ynepxupaHus
OCHOBHOI'O TIIHKa Ha XpoMaTorpamme

Remarks ; The Product conforms to ND/

Ipumeuanue: [IpoaykTt coorBeTcTBYET TpebopaHusM HJI

HCIIBITYEMOTO pactBopa JTOJDKHO
COOTBETCTBOBATH BpPEMEHU
yIep>XUBaHHS OCHOBHOTO IHMKA Ha
XpOMaTorpaMme pacTBopa
cTaHgapTHoro obpasua HUMeCYJIHAa
(pazmen «KonnuecTBeHHOE
OTIpe/ieiCHUE)

Conclusion : APPROVED /

3akmouenne: OJIOBPEHO

Prepared by /
[Moaroropnerio: Mitin Sharma

Checked by /
Ipopeperio: Santosh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemkep /|Pyroronuteis

\ Maurya v,/ Abhishek Chauhan
o - ]
Reprint Date / Reprint Date / Reprint Date / '
Jara: 28.03.2024 Jara: 28.03.2024 Jara: 28.03.2024
Aogistered Cffice: 8-2-227, Read #o, 3, Banjara Hills, Hyderabad - SR0034, T danzanag, India
Tal: +91 404930 2900, Fax: #4671 40 4900 2999, Emait: mali@drreddys com

Cinlt L85195AP1O84PLCTOASDT
v drraddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOHNKAT AHATNU3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
MNpoaykr: Haiis® Axtusrens (HUMeCyIn) refb Jjis HAPYKHOro npuvenenns, 1 %, 50 r

Market / Poltok : Russia / Poccus

Batch No. / . V240128 Batch Quantity / . 23,431.00 units /

Cepus Ne ) Paszmep cepun " 23,431.00 equHuL
i No. / i

Analytical Repoft_ o, / © 040002464890 Date of Analysis / . 28.03.2024

AHaUTHYECKHH oTYeT No JlaTa ananm3za

Date of Manufacture / . 03/2024 Date of Expiry / . 02/2026

Jara npousBoACTBA T'onen no

Mfg. License No. /

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

Juuenzus Ne

Analysis performed according ND / Ananu3 nposenen no HJI: JIII-Ne(001336)-(PT-RU) dt. 25.10.2022 /

JIMT-Ne(001336)-(PT-RU) ot 25.10.2022
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b) UV spectrophotometry / Y-
CrieKTpodoTO METpHS

Complies as prescribed /
CooTBETCTBYET TpEOOBAHUAM

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / Y®-cnektp
NOJIOEHHs MCIBITYEMOTO  pacTBOpa
JIOJDKEH UMETh MaKCHMYM IOTJIOLICHHUS
nipu 397+5 HM

3. | Weight of package contents / 51g/S5lr According to Rus. Ph. / B cooTBercTBUH
Maccea cogepRUMOro ¢ tpeboBannamu ['® PO
YHAKOBKH

4. | pH 3.29 25t04.5/012,5004,5

5. | Viscosity / BsazkocTb 960.7 centipoise / 400 to 1,200 centipoise /

960.7 canTumnyas Ot 400 o 1200 canTHmyas

6. | Impurities / IIpumecu

i. | Impurity C/ Not detected / He 06HapyeHa Not more than 0.50 % /

[pumecs C He 6onee 0,50 %
ii, | Impurity D/ N d Not more than 0.50 % /
Mprmecs D ot detected / He obHapy»xeHa He Gonee 0,50 %

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBanusam HJT 3axmwyenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Managgr/Executive /
TMonreroraero: Nitin Sharma ITporepeno: Santosh Kumar Onob6peno: Meneaxep / Pykosoaures

(‘y Maurya @ Abhishek Chauhan \
Reprint Date / Reprint Date / Reprint Date / '
Hara: 28.03.2024 Hara: 28.03.2024 Jara: 28.03.2024

2-7-337 G044, Telangano, Indig

fead Ma, 3, Banjara Hills, Hyderabad -
L A0ALO0 RE00, Fax: +51 80 4900
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr: Haii3® Axruprenb (HUMECYIUN) refb A Hapyx)KHOTO npumenenns, 1 %, 50 r

Market / Po1tiok : Russia / Poccus

Batch No. / . V240128 Batch Quantity / . 23,431.00 units /

Cepusi Ne ) Pazmep cepui " 23,431.00 euHmL
i No. / ] si a0 A3 AASA

Analytical Rep()f't No. . . 040002464890 Date of Analysis / 28.03.2024

AHanuTHYeCKnii oTyeT No JlaTa ananusa

Date of Manufacture / . 03/2024 Date of Expiry / . 02/2026

Jarta npousBogcTaa T'ogen oo

Mfg. License No. /

Ilpou3BoacTBeHHAsA : MNB/05/263 MA number: / Homep PY : JII1-Ne(001336)-(PI'-RU)

JnueH3us Ne

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

Analysis performed according ND / Ananu3 npoeaen no HJI: JIIT-Ne(001336)-(PT-RU) dt. 25.10.2022 /
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Any other impurity /
Jlro6as npyras npumecs

ii.

Below LOQ (LOQ = 0.03%) / Huxe

Tpesiena KOJMIeCTBEHHOTO
onpenenenus (ITKO = 0.03%)

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

iv. | Total impurities / Below LOQ / Huxe npenena Not more than 1.50 % /
CyMMa npnmeceifl KOJIMUE€CTBEHHOTO ONpeneNieHHs He 6osee 1,50 %
7. | Microbial purity* / MukpoOnosJornyeckasi 4HcToTa®

i. | Total Aerobic Microbial Count /
O61ee urco a3pobHBIX MUKPO-
OpraHU3MOB

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

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

Total Combined Yeast and
mould count / Ob11iee uncio
JIPOOKEBBIX U [UIECHEBBIX
rpuboB

iii. | Pseudomonas aeruginosa

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

Absentinl g/
OrcyrctByerB 1 T

Not more  than 10 CFU/g

He 6onee 10 KOE/r

Should absentin 1 g/
OtcytcTBUe B 1 T

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoaykr cooTseTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3akarwuenune: OAOBPEHO

Prepared by /
TloarorosneHo: Nitin Sharma

Checked by /
ITposepeno: Santosh Kumar

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

\\ Maurya @// Abhishek Chauha
Reprint Date / Reprint Date / Reprint Date / b
Hara: 28.03.2024 Jara: 28.03.2024 Jlata: 28.03.2024
Ropintered Gifice: 8-7-237, Road No, 3, Banlara Hills, hyderabad - £00034, Telongana, fndin
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CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIU3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Nponykr: Haiiz® AktiBrensb (HUMeCYIHT) reslb s HapyAHoro npumeHenns, 1 %, 50 r

Market / Poinox : Russia / Poccus

Batch No. / . V240128 Batch Quantity / . 23,431.00 units /

Cepus Ne ) Pa3mep cepuu © 23,431.00 enuHuLL
Analytical RepOft No./ . 040002464890 Date of Analysis / . 28.03.202
AHaauTHYeCKHi oTueT No Jata ananusa

Date of Manufacture / . 03/2024 Date of Expiry / . 02/2026

JlaTa npou3BoacTBa I'onen no

Mfg. License No. /

ITpousBoncTBeHHAs : MNB/05/263 MA number: / Homep PY : JII-Ne(001336)-(PI™-RU)
JuueHzus Ne

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

Paged4of6/Crp. 4136

iv. | Staphylococcus aureus Absentin 1 g/ Should absentin 1 g/
OrcyrcrByer B 1 1 OtcyrctBUe B 1 1

8. | Assay/KoangecTBeHHOE onpe/esieHHe

Nimesulide / 9.98 mg/9.98 mr 9.0 mg to 11.0 mg of C13H12N2OsS
Humecynun (99.8 %) (nimesulide) (90.0% to 110.0% of label
claim) in 1 gof gel /

Or 9,0 MTI’ A0 11,0 Mr C]}H]zNzOsS
(aumecynun) (ot 90,0 % no 110,0 % ot
HOMMHAJIBHOTO coJiepkanus) B 1 r rens

9. | Dimethyl sulfoxide / 100.1 % 90% to 110% of C;HsOS (dimethyl
JuMeTHiacyasgoxcu sulfoxide) of label claim /

Ot 90 % o 110 % CHsOS
(numeTuncynbdokcUa) OT
HOMHHAJIBHOTO COJIePKAHMS

10. |Package / YmakoBka 50 g in a laminated aluminum tube equipped with tamper-evident membrane.
Each tube and a patient information leaflet in a carton. / I[To 50 r B TyOy u3
JIAMUHUPOBAHHOTO AIFOMHHHS, CHaOXEHHYI0 MeMOpaHOH Ui KOHTpOJA
nepBoro BekpbIThi. Kaxkayro TyOy BMecTe ¢ HHCTPYKLMEH 10 MEIUIIMHCKOMY
MPUMEHEHHIO MIOMELAIOT B MUKy KapTOHHYIO.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeyanne: [IpogykT cooTBeTcTBYET TpeboBanuiam HJI 3axmwuenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Managgr/Executive /
[loarororneno: Nitin Sharma ITpoeepeno: Santosh Kumar OnobpeHo: Menemkep / PykoBoaurens
) Maurya Cg‘/ Abhishek Chauhan

> = \
Reprint Date / Reprint Date / Reprint Date / '
Jara: 28.03.2024 Hara: 28.03.2024 Jlata: 28.03.2024

2-337, RBoad No: 3, Banjara #illg, Hyd i BOGC

Ragisterpd Qffice ab O3, Telangana, inda
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
INpoaykr: Haiiz® Aktusrens (HUMeCYJIHA) TeNlb JUIS HAPYXKHOTO NpUMeHenns, 1 %, 50 r

Market / Poitok : Russia / Poccus

Batch No. / . V240128 Batch Quantity / . 23,431.00 units /

Cepus No ) Pa3mep cepun © 23,431.00 eguHUL
Analytical Report No. / . 040002464890 Date of Analysis / . 28.03.2024
AHanautnueckuii oryet Ne JlaTa anannsa

Date of Manufacture / . 03/2024 Date of Expiry / . 02/2026

Jara npousBoACTBA Togen no

Mfg. License No. /

IIpouszBoacTBEeHHAsA : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
JuueH3nsa Ne

Analysis performed according ND / Ananu3 npoeeaen no HJI: JIIT-Ne(001336)-(PT-RU) dt. 25.10.2022 /
JIII-Ne(001336)-(PI-RU) ot 25.10.2022
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*The parameter may not be included in the manufacturer's Certificate of Analysis. The
manufacturer guarantees the quality of the product for these parameters.

*Tloka3aTesib MOKET OTCYTCTBOBATb B cepTuduKaTe aHaAN3a nponspoauTes. IlpousBoaurenn
rapaHTUpyeT KavuecTBO npenaparta 10 3THM NMOKa3aTeJIfAM.

?PI naI:ne (INN) / HaumenoBauue ADC Nimesulide / Humecymun

API manufacturer batch number / NMS/13080776

Homep cepun npousBoaurensa ADPC:

¥P Manufacturer API Batch number /

Howmep cepuu cydcTaHIHH FERAO00080

npoussogureasa I'JIP:

API Manufactured by & country / Aarti Drugs Ltd., India /
Ipounszsogurean A®C, crpana: Aapru Jlparc JItn., Manus

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) /
HaumeHnoBaHue, apec H HOMep J-p Pennu’c Jlabopartopuc Jlta., Haaus,
JIMIEH3MH NJIOIAAKH, [TpousBoaCcTBeHHOE NOApasaAeneHue-6, Bumnamk Kxos,
ocyliecTBJsAOIIei Hanarapx Poya, bagau, Conan Juctpukr, X.I1. 173205,
NPOH3BOACTBO/KOHTPOJIb Hnanus (JIuuessus Ne MNB/05/263)
kayectBa/Bhinyck LJID /

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: [IponykT coorBeTcTByeT TpebopanusM HJJ 3akmouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioaroroeneno: Nitin Sharma IpoeepeHo: Santosh Kumar Ono6peHo: Menemigp / PykoBoauresns

\ J Maurya L Abhishek Chauhan

7 A

Reprint Date / Reprint Date / Reprint Date /
Hara: 28.03.2024 Hara: 28.03.2024 Hara: 28.03.2024

Registered Qffice: 8-2-337, Road W&, 3, Banjara Hills, Hyde

Tals #0871 £0 6300 2800, Fax: +91 30 48

CIN: LS5 1858
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIU3A ‘
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoaykr: Haiis® AKTHBreNb (HUMECYTH) refib Ul Hapy/KHOTo npumenenms, 1 %, 50
Market / PoiHok : Russia / Pocens
Batch No. / . V240128 Batch Quantity / . 23,431.00 units /
Cepust Ne ) Pa3mep cepun " 23,431.00 equHAI
Analytical Repovrt No./ . 940002464890 Date of Analysis / . 28.03.2024
AHANUTHYECKMi oTyeT Ne JlaTa ananusa
Date of Manufacture / . 03/2024 Date of Expiry / . 02/2026
JaTa npon3BoAcTBa T'open no
Mfg. License No. /
IIpouseoacTBeHHast : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
Jiuensns Ne
Analysis performed according ND / Ananus npoeeaen no HJL: JITI-Ne(001336)-(PT'-RU) dt. 25.10.2022 /
JITI-Ne(001336)-(PI'-RU) ot 25.10.2022

Page 6 of 6/ CTp. 6 13 6

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».

3aKJII0UeHHE 0 cO0TBeTCcTBHH: «HacTOSIIMM 51 TOATBEPIKIALO, YTO MPHBEICHHAS BhIIe HHPOPMALHSL IBIISETCSA
ZIOCTOBEPHOH M TOYHOH. DTa cepHsl MPOAYKIMH MpOM3BeNeHa (BKIIOYas YIaKOBKY (MapKMpOBKY) U KOHTPOJIb
KauecTBa) Ha BHINEYKA3aHHOM MPOM3BOJACTBEHHOM IUTomajaKe (IUIOAAKaX) B IIOJHOM COOTBETCTBUU C
TpeGopanuaMu [IpaBun Ha/UTexkaLlell MPOM3BOICTBEHHON NMPakTHKA EBPa3sHHCKOro S5KOHOMUIECKOTO COK03a (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceurssops 2022) u TpeboBaHMAMH KOHTPOJI Ka4eCTBa JICKApPCTBECHHBIX
CPEJICTB, a TAKXKe B COOTBETCTBHH CO CHENU(UKAIMAME, COACPXKAIIMMHCS B PETHCTPAHOHHOM JI0CHE CTPaHbI-
HMIIOpTepa. 3alicy 110 IPOU3BOACTBY, YIAKOBKE M AHANM3Y NPOBEPEHBI, M YCTAHOBJICHO HX COOTBETCTBUE
TpeGoBanuaM [IpaBui Ha/IexKaInei MPOU3BOACTBEHHON MPaKTHKK EBpasHACKOro SKOHOMUYECKOrO COX03a.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Ipoxykr coorsercTByeT TpebopanuaM HJI 3axiawyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneno: Nitin Sharma IMpoepeHo: Santosh Kumar Onobpeno: Menemk@p / Pykosoautensb
\) - Maurya @1 Abhishek Chauhan
Reprint Date / Reprint Date / Reprint Date /
Jara: 28.03.2024 Jara: 28.03.2024 Jlara: 28.03.2024
Rasiciored Office: 8-7-327, Read Mo, 3, Banjara Hilis, Hydembad - S00034, Telangans, idia
Tek+Q1 40 4500 2200, Faxs +51 40,4800 2999, Email: mail@dreddys,com

CIN: LBE1S5APLGREAFLCT0A507

wwwdrreddys.com



