Dr.Reddy’s Q

CERTIFICATE OF ANALYSIS

CEPTHOUKAT 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 %, 50 g
IMpoaykT: Hais® AKTHBreNb (HUMECYIHL) [e/b LI HAPY/KHOIO NPUMEHCHHA, 1%,50r

Market / PoIHOK : Russia / Poccus

Batch No. / . V230993 Batch Quantity / . 23429.00 units /

Cepust Ne ) Pasmep cepiuu * 23429.00 equuuI
Analytical Repourt No./ . 040002358856 Date of Analysis / . 29.12.2023
ABaJluTH4YecKHit oT4yeT No JaTa aHanusa

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

JlaTa npon3BoAcTBa T'open 1o

Mfg. License No. /

ITpousBoacTBEeHHAs! : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JinueH3us Ne

Analysis performed according ND / Anann3 nposeaed no HJI: JITI-Ne(001336)-(PI’-RU) dt. 25.10.2022 /

JITI-Ne(001336)-(PT-RU) ot 25.10.

2022

Page 1 of 6 / Ctp. l_ns 6

No /
Ne

Test / IlokazaTeab

Result / PesyabTar

Specification / Hopma

1. | Description / Onucanue

OJIe[HO-KEJITOTO LIBETa C
XapaKTepHBIM 3aM1aXoM

Homogeneous, transparent, pale-
yellow gel with characteristic odor
/ OmHOPOHBII MPO3pauHbIH rejlb

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor /
OnHopomHeli  MPO3pauHbld  rejb  OT
6ECIBETHOrO J10 OJIEMHO-XKEITOro LIBETa
C XapaKTepHBIM 3aM1aXOM

2. Identification / UpenTndpuxanus

a) HPLC / BXX

Complies as prescribed
CooTBETCTBYET TPEOOBAHUAM

/

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
OCHOBHOIO IHKa Ha XpoMaTorpaMme
HCIBITYEMOrO  pacTBOpa  JOJDKHO
COOTBETCTBOBATh BpEeMEHU
yIEpP)KMBAHHS OCHOBHOTO TMHKa Ha
XpoMAaTorpaMmme pacisupa
cTaHzapTHOro obpaslia HHUMECYIHaa
(paznen «KomuuecTBeHHOE
oTipeieNICHUe»)

Remarks :

The Product conforms to ND/
IIpumeuanue: [Ipoxykr cooTBeTcTBYET Tpebosanuam HJL

Conclusion : APPROVED /
3axaodenne: OJJOBPEHO

Prepared by /

[MoArOTOBEHO: Ambf(ﬁ;i‘w
g
/

Checked by /
Iposepeno: Santosh Kumar
Maurya

Approved by: Manager/Executive /
Ono6peno: Menemxep / Py[g__OBO,[l(-ITE)J'[b

Manoj Kumar '}? L’} gk
L ) 1t

Reprint Date /
Hara: 29.12.2023

MERILLETEd JTTICE:

Reprint Date /

JHata: 29.12.2023

Reprint Date /
Hara: 29.12.2023

=357 050 N0, 3, Banjara fis, Ayderabad - 500034, lelangana, mala

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

CIN: L85195AP1984PLCO04507
www.drreddys.com




Qe Dr. Reddy's Laboratories Ltd,
Dr. Red dy’s ... Formulation Unit-6
N Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUDPUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoaykr: Haii3® AkTuBrens (HUMeCyNHM) reflb MU HapykHOro npumeneHns, 1 %, 50 r

Market / PbIHOK : Russia / Poccus

Batch No. / . V230993 Batch Quantity / . 23429.00 units /

Cepus No i Pazmep cepun © 23429.00 egunun
Analytical RepOft No./ . 040002358856 Date of Analysis / . 29.12.2023
AHAIUTHYECKHH oTUeT Ne JarTa aHaamnsa

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

JaTa npon3BOACTEA I'open o

Mfg. License No. /

IIpouspoacTeeHHaAs : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PI'-RU)
nuueH3us Ne

Analysis performed according ND / Ananaus npoeeaed no HJ: JITI-Ne(001336)-(PT-RU) dt. 25.10.2022 /
JITI-Ne(001336)-(PT-RU) ot 25.10.2022

Page2 of 6/ Ctp. 2 u3 6

b) UV spectrophotometry / Y®- | Complies as prescribed /| UV absorption spectrum of the test

ceKTpoOTO METPHS CootBeTCTBYET TpEOGOBAHHUAM solution should have absorption
maximum at 39745 nm / Y®-cnektp
TMOTJIOIIEHHs HCIBITYEMOTO  pacTBopa
JOMKEH MMETh MAKCUMYM TOIJIOMIEHUS
nipu 397£5 um

3. | Weight of package contents / 51g/5lr According to Rus. Ph. / B cooTeeTcTBHU
Macca comepKHMOI0 ¢ Tpe6oBanusmu 'O PO
YHAKOBKH

4. | pH 3.27 25t04.5/012,5004,5

5. | Viscosity / BaskocTs 984.1 centipoise / 400 to 1,200 centipoise /

984.] cantumnyas Ot 400 no 1200 canTumyas
6. | Impurities / llpumecn
i. | Impurity C/ Not detected / ne oGHapy>xeHa Not more than 0.50 % /
[Tpumecs C He 6onee 0,50 %
il. Il_rlnpurity ]]3)/ Below LOD (LOD = 0.02 %) / I;ot6more Bhgu(; (0)/.50 %/
PHMECH Huoxe npenena obHapyxenus (110 SR . N
=0.02 %)
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpumeuanue: [TpoaykT cooTeeTcTBYET TpeboBanusam HJJ Bakmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosineno: Ambresh Kumar ITposepeHo: Santosh Kumar Ono6peno: Menemxkep / PykoBoanTens
~ Maurya ( YL Manoj Kumar f
G’ﬁj—{"/ Ty Z— d hf}jj_?éy'l' -
Reprint Date / Reprint Date / Reprint Date /
Hara: 29.12.2023 Hara: 29.12.2023 Hara: 29.12.2023

Ao
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Dr.Reddy’s Q':.

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
www.drreddys.com

CEPTHO®HKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoaykr: Haii3® AKTHBresb (HUMECYJIHI) TeNb /LIS HAPYHKHOro NpUMEHEHI, 1 %,50r

Market / PbiHOK : Russia / Poccus

Batch No. / . V230993 Batch Quantity / . 23429.00 units /

Cepus Ne ) Pasmep cepun " 23429.00 eauHUL
Analytical Repo“rt No./ . 040002358856 Date of Analysis / . 29.12.2023
AHAaIMTHYEeCKHi 0TueT Ne JaTa ananusa

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

Jlata npou3BoacTea Tozen oo

Mfg. License No. /

ITpoussoacTBeHHass : MNB/05/263 MA number: / Homep PY : JIITI-Ne(001336)-(PT-RU)
nuuensus Ne

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

JIT1-Ne(001336)-(PT-RU) ot 25.10.2022

Page3 of 6/ Ctp. 313 6

iii. | Any other impurity / 0.04% Not more than 0.50 % /
Jiobas napyras mpumecs He 6onee 0,50 %
iv. | Total impurities / 0.0407% Not more than 1.50 %/

CymMa npumecet

He 6omee 1,50 %

7. | Microbial purity* / MukpoGnosiorudeckas 4ucrora*

i. |Total Aerobic Microbial Count /
O061ee 9yncno aspobHBIX MHKPO-
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 / O01LIee YUcao
JPOMOKEBBIX H IJIECHEBBIX
rpuboB

ili. | Pseudomonas aeruginosa

iv. | Staphylococcus aurcus

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

Absentin1 g/
OtcyretByeTB 1 T

Absentinl g/
OtcyrctByerB 1 T

Not more  than 10 CFU/g

He 6onee 10 KOE/r

Should absentin 1 g/
OtcyTeTBUEe B 1 T

Should ahsentin 1 g/
OtcytetBUe B 1 T

/

8. | Assay/KosndecTBeHHOE onpeaeIeHHe

Remarks : The Product conforms to ND/
Hpumeuanue: [Ipoaykr coorsercTayeT TpebosanusiM H/T

Conclusion : APPROVED /
3axawuenne: OJOEPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Ambresh Kumar _ Ipoeepeno: Santosh Kumar Onobpeno: Menemxep / Pykosonugens
. Maurya a> Manoj Kumar }\'W (et
/. — —
Reprint Date / - Reprint Date / Reprint Date /

Jlata; 29.12.2023

Hara: 29.12.2023

RERISLETED UTTICE: B-2-337, N GENAIRER ErﬁJEFa Hils, Hyderaoad -

Jara: 29.12.2023

, lelangana, India

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s Q':

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

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
www.drreddys.com

Product ; Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
MpoayxT: Haiis® AKTHBrenb (HUMECYIHIL) Ieflb JULS HAPYIKHOTO NPHMEHEHNA, 1%, 50r

Market / Peinok : Russia / Poccus

Batch No. / . V230993 Batch Quantity / . 23429.00 units /

Cepuin Ne ) Pazmep cepuu * 23429.00 epusun
Analytical Repourt No./ . 040002358856 Date of Analysis / . 29.12.2023
AHanuTndeckuii otuer Ne JlaTa ananusa

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

Jata npon3BojcTBa T'open no

Mfg. License No. /

IIpou3BoacTBEHHAN : MNB/05/263 MA number: / Homep PY : JITT-Ne(001336)-(PT-RU)
nunensnst Ne

Analysis performed according ND / Anann3s nposeaen no H/: JITT-Ne(001336)-(PT-RU) dt. 25.10.2022 /

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

Page 4 of 6/ Ctp. 413 6

Nimesulide /
Humecynun

10.00 mg / 10.00 mMr
(100.0 %)

9.0 mg to 11.0 mg of Ci3H12N20s8
(nimesulide) (90.0% to 110.0% of label
claim)in 1 gofgel /

Ot 9,0 mr po 11,0 mr Ci3H12N2OsS
(numecymun) (ot 90,0 % mo 110,0 % ot
HOMMHAJILHOI'O cofiepanus) B 1 r rens

9. |Dimethyl sulfoxide /
JumeTmiacyabHoKCHI

105.9 %

90% to 110% of C2HsOS (dimethyl
sulfoxide) of label claim /

Ot 90 % no 110 % CoHeOS
(muMeTHICYTbPOKCHUT) OT
HOMHHAJIBHOTO COJIEpKAaHHs

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
JIAMHHHMPOBAHHOTO ANIOMHHHS, CHAOXeEHHYro MeMOpaHOH IIi KOHTpOJii
niepeoro Bekpbrths. Kaxxayro Ty6y BMecTe ¢ MHCTPYKUHEH 1O MEMLIMHCKOMY
NPUMEHEHHIO TOMEIHAIOT B Na4Ky KapPTOHHYIO.

*The parameter may not be included in the manufacturer's Certificate of Analysis. The
manufacturcr guarantees the quality of the product for these parameters.

*IToka3aTeJnL MOXeT OTCYTCTBOBATh B cepTudHKaTe aHaMH3a npousBoxuTess. Iponssoaurens
rapaHTHPYeT KayecTBO Mpenapara no 3ITHM MoKa3aTe/IsaM.

Remarks : The Product conforms to ND/
Ipumeuanue: IIpoxykt cooreercTyeT Tpebosanusm HJI

Conclusion : APPROVED /
3Zaxmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosneno: Ambresh,Kuma [Mposepeno: Santosh Kumar Ono6peno: MeHemkep / PykoBoaiTemnsb
M Maurya _ Manoj Kumar )\1 A( a
] .‘__h' e
Reprint Date / N Reprint Date / Reprint Date /
Hara: 29.12.2023 Hara: 29.12.2023 Hara: 29.12.2023
REERTEIe0 UTIcE: 5-2-337, Road 0. 3, Banjara HITTS, Ayderabad - - Telangana, India

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s Q':‘.

CERTIFICATE OF ANALYSIS

CEPTUDPHKAT 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 %, 50 g

Mpoaykr: Haii3® AkTuBrenb (HUMECYJIMA) reflb MUis HApYAKHOro NPUMEHEHHS, 1%,50r

Market / PuiHOK : Russia / Poccus

Batch No. / . V230993 Batch Quantity / . 23429.00 units /

Cepus Ne ) Paimep cepus " 23429.00 equnuIL
Analytical Report No./ . 040002358856 Da.te of Analysis / . 29.12.2023
AHanuTnyeckHnii oTuet Ne Jara ananusa

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

JlaTa npon3BOACTBA Togen a0

Mfg. License No. /

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

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

Analysis performed according ND / Ananus npogegen no HJI: JITI-Ne(001336)-(PT-RU) dt. 25.10.2022 /

Page5Sof 6/ Ctp. Su3 6

API name (INN) / Haumenopanue APC

Nimesulide / Humecynun

npouspogurens I'JID:

(MHH):

API manufacturer batch number / NMS/13080769
Homep cepnn npouspoautens APC:

FP Manufacturer API Batch number /

Homep cepuu cyocTapuuu FEQAO00580

API Manufactured by & country /
IMponssoaurenn APC, crpana:

Aarti Drugs Ltd., India /
Aaptu parc JIta., Manus

Name, address, authorization No for

Release site /

HanmMeHoBaHUe, axpec H HOMeP
JIMIIEH3HH MJIOMIANKH,
ocylecTBIAIOLIEH

FP manufacturing site / Control site /

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan (HP) 173205, India (License No MNB/05/263) /
J-p Pennu’c Jlabopartopuc JIta., Muanus,
ITpouseoAcTBEeHHOE MoApassienenue-6, Buuiamk Kxoup,
Hanarapx Poyn, Bamuu, Conan quctpukr, X.I1. 173205,

NPOM3BOACTBO/KOHTPOJb
kadecTtBa/Boinyck ['JIP /

Hnaus (JTuuenzus 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/
IIpumeyanue: IIponyKT COOTBETCTBYET tpebosannsim HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by /

[oAroTOBNEHO: Anﬂ?&v

ITporepeno: Santosh Kumar
Maurya (-

Approved by: Manager/Executive /

Ono6peno: Menemkep / PykoBojiurens
Manoj Kumar \)l/f

e LLaar

Reprint Date /
Jara: 29.12.2023

Reprint Date /
Hara: 29.12.2023

REgTSereT OTiee:

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

Reprint Date /
Hara: 29.12.2023

TTa, niaig

CIN: L85195AP1984PLC0O04507
www.drreddys.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
www.drreddys.com

CEPTUOUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for

external use, 1 %, 50 g

Hpoaykt: Haii3s® AxTHBresnb (HUMECYIIA) relb IS HapY/KHOro mpumenenns, 1%, 50 v

Market / PoiHOK

: Russia / Poccust

Batch No. / . V230993 Batch Quantity / . 23429.00 units /

Cepus Ne ) Pazmep cepiil *23429.00 exuHUL
Analytical Repo:‘t No./ . 040002358856 Date of Analysis / . 29.12.2023
AHaauTHYecKHil oTueT Ne Jara ananusa

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

JlaTa npou3BOJCTBA Cogen fo

Mfg. License No. /

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

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

Analysis performed according ND / Ananu3 nposenen no HJI: JIIT-Ne(001336)-(PI'-RU) dt. 25.10.2022 /

Page 6 of 6/ CTp. 6 13 6

3aK/II04YeHHe 0 COOTBeTcTBHM: «HACTOSIUM 5 OATBEPKAAI0, YTO NPUBEACHHAS BbIIE HHGOPMAIHSL SBISCTCS
IOCTOBEPHOM M TOYHOMH. DTa cepys NMPOAYKIMH HMPOM3BENCHA (BKIOYas YIAKOBKY (MapKupoOBKY) U KOHTpOJIb
KayecTBa) HA BHINICYKA3aHHOW IIPOM3BOJCTBEHHOM IUIomajake (IUIOIIAAKax) B IIOJHOM COOTBETCTBHH C
TpeGoBanusMu [IpaBHiI HaJIeKaleH IPOU3BOACTBEHHON PAaKTHKH EBPasHHCKOTO 3KOHOMUYECKOTO CO03a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsbps 2022) u TpeOoBaHHAMH KOHTPOJSA KadecTBa JIEKAPCTBEHHBIX
CPEJICTB, @ TAKXXe B COOTBETCTBHH CO CIENH(HUKAIKAMH, CONSPKAIMUMHUCS B PETUCTPAIHOHHOM 0CHE CTPaHBI-
AMIOpPTEPA. 3allMCH IO MPOU3BOJACTBY, YIAKOBKE H aHaIM3y HPOBEPCHEI, M YCTAHOBJIEHO MX COOTBETCTBUC
TpeGosanusM [IpaBi HaexKalulel Mpou3BOICTBEHHOM MPAKTUKX EBPasHACKOTo SKOHOMHIECKOTO COr03ay.

Remarks : The Product conforms to ND/
ITpnmeuanue: [Ipoaykr cootseTcTByeT TpeboBannsm H/T

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneHo: Ambresh Kumar IMposepeno: Santosh Kumar Onobpeno: Menemxkep / PykoBoauTtens
Maurya Manoj Kumar y 2—‘_{:,(
# 31‘]):
Reprint Date / Reprint Date / Reprint Date /
Jara: 29.12.2023 Jara: 29.12.2023 Hata: 29.12.2023
= RERTS e OTIe. 82337, Road 0. 3, Banjard HIs, Hyderabad - o00034, Telangana, India

Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




