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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

CEPTUOPHUKAT AHAJIM3A

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ipoaykr: Haii3s® AxTHBreNb (HUMECYIHM) Ielb U HapyXHOTo NpuMeHeHus, 1 %, 100 r

Market / PoiHOK : Russia / Poccus

Batch No. / . V230983 Batch Quantity / . 11723.000 units /

Cepus Ne ) Pa3mep cepun © 11723.000 eqgunuL
Analytical Report No. / . 890001708606 Date of Analysis/ . 27.12.2023
AHaJauTHYeckuii oTyer No Jara ananuza

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

JlaTa npou3BoACTBA TI'ogen no

Mfg. License No. /

IIpouspoacreeHHasi : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
nurensus Ne

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

Analysis performed according ND / Auanu3 nposegen mo HJI: JIII-Ne(001336)-(PI'-RU) dt. 25.10.2022 /

Pagelof 6/Crp. 1u3 6

No/ . .

e Test / Iloka3aTenn Result / PesyabTat Specification / Hopma

1. Description / Onucanue Homogeneous, transparent, pale- Homogeneous, transparent, colorless to
yellow gel with characteristic odor | pale-yellow gel with characteristic odor /
/ OgHOpPOIHBIN NPO3payuHbIH refb OpnHOpOoAHBIA TpO3payHbIii renp  OT
0JIeTHO-KENTOro 1{BETA C GecuBeTHOTO 0 ONeIHO-KEJITOrO IBETa
XapaKTepHBIM 3amaxoM € XapaKTepHbIM 3aM1aX0M

2. Identification / UnenTndnxanus

a) HPLC / BBXX Complies as

CootBercTBYeT 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) / Bpemsa ymepxuBaHus
OCHOBHOTO IIHKa Ha XpOMarorpamme
HCIBITYEMOTO pacTBopa  JOJDKHO

COOTBETCTBOBATh BpEMEHH
yOep>KMBaHHMs OCHOBHOIO IIMKa Ha
XpomMarorpamme pacTBopa
CcTaHmapTHoro obpasna HHUMeCYJIHAa
(pazzen «KonuuecteHHOE
onpeneeHre»)

Remarks : The Product conforms to ND/
Ipumeuanue: [MpoaykT coorBeTcTBYeT TpeboBaHusM HJI

Conclusion : APPROVED /
3axawuenne: OJJOGPEHO

Prepared by / Checked by /

Approved by: Manager/Executive /

[Moarororneno: Ambresh Kumar INpoepeno: Santosh Kumar
G [ e

-"'-—-'_

Onobpeno: Menemxep / Pykosojutenb
Manoj Kumar jl
J b

Reprint Date /
Hara:27.12.2023

Reprint Date /

Hata:27.12.2023

Reprint Date /
Mata:27.12.2023

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

Tel: +91 40 4500 2200, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1224PLCO045G7
www.drreddys.com




Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS

CEPTHPHUKAT AHAJM3A

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

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

Ipoaykt: Haiis® Aktusresnb (HUMECYNIHI) reib T HAPYXHOTO NpiMenenus, 1 %, 100 r

Market / Poinok : Russia / Poccus

Batch No. / . V230983 Batch Quantity / . 11723.000 units /

Cepus Ne ) Pazmep cepun © 11723.000 exunnn
Analytical Repovrt No./ . 890001708606 Date of Analysis / . 27.12.2023
AHasmMTrueckuii oTyeT Ne JlaTa ananusa

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

JaTa npousBoacrea T'oaen no

Mfg. License No. /

IIpouseroacTeeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT"-RU)
JMueH3us Ne

Analysis performed according ND / Auanu3 nposeaen no HJI; JITI-Ne(001336)-(PI'-RU) dt. 25.10.2022 /

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

Page2 of 6/ Ctp. 2u3 6

b) UV spectrophotometry / Y®-

cnekTpodoTo MeTpus

Complies as prescribed
CooTBeTCTBYET TPEOOBAHUAM

/

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / Y®-cnekrtp
NOTJIOIIEHUS HCTIBITYEMOTO  pacTBOpa
JIOJDKEH UMETh MaKCHMYM MOTJIOLLEHHUS
npu 397+5 HM

3. | Weight of package contents / 101g/101r According to Rus. Ph. / B cooTBercTBIM
Macca coaepxRuMOro ¢ Tpebopanusamu 'O PO
YHAKOBKH

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

. | Viscosity / BaskocTs 981.2 centipoise / 400 to 1,200 centipoise /
981.2 caHTHITya3 Ot 400 no 1200 cantumyas

6. | Impurities / [Ipavmecu

i. Impurity C / Below LOD (LOD = 0.02 %) / Hixe Not more than 0.50 % /
HpHMeCL C npenena ooHapyxenus ([10 = 0.02 %) He 6onee 0,50 %

=~ . Below LOD (LOD = 0.02 %) / Huxe

ii. | Impurity D/ npenena ouapyenus ([0 = 0.02 %) Not more than 0.50 % /
IMpumecsy D He 6onee 0,50 %

iii. | Any other impurity / 0.03% Not more than 0.50 % /

Jlrobas npyras npumeck

He 6onee 0,50 %

Remarks : The Product conforms to ND/
IIpumeyanmne: I[Iponykr cooTseTcTBYeT TpeboBanusam HJT

Conclusion : APPROVED /
3akawuenne: OJJOGPEHO

Prepared by / Checked by /
IToxrorosneno: Ambresh Kumar

&

Maurya

ITpoBepeno: Santosh Kumar

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

Manoj Kumar h; L
J!

Reprint Date /
Jara:27.12.2023

Reprint Date /
Hara:27.12.2023

Reprint Date /
Hara:27.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2200, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O045G7
www.drreddys.com




Dr.Reddy’s €56

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

CEPTU®HKAT AHAJIH3A

www.drreddys.com

Product ; Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
INpoaykr: Haiizs® AxruBresb (HIMeCYTTH) TesTs I HapyAHOro npumenerns, 1 %. 100 r

Market / Poinox : Russia / Poccus

Batch No. / . V230983 Batch Quantity / . 11723.000 units /

Cepus Ne ) Pazmep cepuu © 11723.000 enuHUl
Analytical Report No. / . 890001708606 Date of Analysis / . 27.12.2023
Ananutuyecknii order Ne Hata ananuza

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

JaTa npon3BoacTEa Togen go

Mfg. License No. /

IIpousBoacTBEHHAN : MINB/05/263 MA number: / Homep PY JIT-Ne(001336)-(PT"-RU)
JuueH3us Ne

| JITI-Ne(001336)-(PT-RU) o 25.10.2022

Analysis performed according ND / Anann3 nposeaen mo HJL: JINI-Ne(001336)-(PT-RU) dt. 25.10.2022 /

Page3 of 6/ Ctp.3 13 6

iv. | Total impurities / 0.08 % Not more than 1.50 % /
CyMMa npumecei He 6onee 1,50 %

7. | Microbial purity* / Mukpo6HoJiornyeckas 4ncTora*

i. |Total Aerobic Microbial Count / NA Not more than 100 CFU/g/
O6111e€ YN0 a3POOHBIX MHKPO- He 6onee 100 KOE/r
OpPraHU3MOB

ii. | Total Combined Yeast and NA Not more  than 10 CFU/g
mould count / Obiuee 9ucIIo He 60nee 10 KOE/r
JPOSOKEBBIX M TUIECHEBBIX
rpuboB

iii. | Pseudomonas aeruginosa NA Should absentin 1 g/

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

8. | Assay/KoanyecrsenHoe onpejaejieHne

Remarks : The Product conforms to ND/
Ipumveuanue: [Ipoaykr cooTBeTcTBYET Tpebosatusam HJL

Conclusion : APPROVED /
3axawuyenne: OJJOBPEHO

Prepared by /
IoarotorneHo: Ambresh Kumar

¢

Checked by /
IMpoeepeno: Santosh Kumar

Maurya @”

==

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBoaurens

Manoj Kumar } M
Y £

Reprint Date /
Jlara:27.12.2023

Reprint Date /
Hara:27.12.2023

Reprint Date /
Jlata:27.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tal: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO045G7
www.drrecddys.com




Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS

CEPTUDOHKAT AHAJIU3A

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

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

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

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ipoaykr: Haiiz® AkTuBrens (HUMECYNA) refis 11 HApY)XKHOTO nipuMenenys, 1 %, 100 r

Market / Poinok

: Russia / Poccus

Batch No. / . V230983 Batch Quantity / . 11723.000 units /

Cepus Ne ) Pasmep cepun © 11723.000 enunuy
Analytical Repo:‘t No./ . 890001708606 Date of Analysis / . 27.12.2023
AHaJIMTHYeCKHIT oTYeT No JaTa ananusa

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

Jata npoussogacrea Topen no

Mfg. License No. /

IIpouseoacTeeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
JMuensus No

Analysis performed according ND / Ananus nposenen o HJI: JITI-Ne(001336)-(PT-RU) dt. 25.10.2022 /

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

Page4 of 6/ Ctp. 4u2 6

Nimesulide /
Humecynun

9.98 mg/9.98 mMr
(99.8 %)

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

Ot1 9,0 mr 1o 11,0 mr Ci3H12N05S8
(mumecymun) (ot 90,0 % mo 110,0 % ot
HOMHHAJIBHOTO cofiepkaHu) B 1 I reyis

9. | Dimethyl sulfoxide /
Juamerniacyasgorcun

93.6 %

90% to 110% of C;HeOS (dimethyl
sulfoxide) of label claim /

Ot 90 % no 110 % C,HsOS
(mumeTuncynshoKcHa) OT
HOMHHAJIBHOTO COJICpIKaHHUs

10. |Package/ YnakoBka

100 g in a laminated aluminum tube equipped with tamper-evident membrane.
Each tube and a patient information leaflet in a carton. / Ilo 100 ¢ B TyGy u3
JAMHHUPOBAHHOIO AIIOMUHMA, CHaOXEHHYI0O MeMOpaHOH Ml KOHTpOns
niepBoro BCKphuITUs. Kaxayro TyOy BMecTe ¢ HHCTPYKLMENR 110 MeTUIMHCKOMY
MNPUMEHEHHIO TIOMEMIAIOT 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.

*Iloka3aTe/k MOKET OTCYTCTRORATh K cePTHHHKATE anannia nponirauTend. ITponzrogurenn
rapaHTHPYET Ka4ecTBO NpenapaTa mo 3 THM MOKA3ATEAM.

Remarks : The Product conforms to ND/
Ilpumeuanne: IIpoaykr cooTBercTByeT TpeGoBanusm HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INoaroroeneno: Ambresh Kymar _ [Tposepeno: Santosh-Kumar OpnobpeHo: Menemkep / PykoBoauTenb
@/ Maurya C Manoj Kumar \ L |
— __I_}'H (LT
Reprint Date / Reprint Date / Reprint Date /
JaTa:27.12.2023 Jara:27.12.2023 Jara:27.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O045G7
www.drreddys.com




Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIN3A

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

Vill. Khol, Nalagarh Road, Baddj,
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: Haiiz3® AkTusresins (HUMECYIIUA) Telb Ui HapY)KHOTO npuMenenus, 1 %, 100 r

Market / PuiHok : Russia / Poccus

Batch No. / . V230983 Batch Quantity / . 11723.000 units /

Cepusi Ne ) Pasmep cepun * 11723.000 ennHuL
Analytical Repovrt No./ . 890001708606 Date of Analysis / . 27.12.2023
AHanuTHYecKuit oTueT Ne JlaTa ananusa

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

JlaTa npou3BojacTBa T'ogen oo

Mfg. License No. /

IIpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
JIMIeH3us Ne

JITI-Ne(001336)-(PT-RU) o1 25.10.2022

Analysis performed according ND / Ananus nposeaen no HJI: JIII-Ne(001336)-(PI'-RU) dt. 25.10.2022 /

Page Sof 6/ Ctp. 5u3 6

API name (INN) / HaumenoBanue ADC
(MHH):

Nimesulide / Humecynun

API manufacturer batch number /

npoun3soaurens I'JID:

Homep cepnu nponzpoaurens ADPC: NMS/13080769
FP Manufacturer API Batch number /
Homep cepun cyécranuun FEQAO00580

API Manufactured by & country/
Ilpoussoaurens A®C, ctpana;

Aarti Drugs Ltd., India /
Aaprn [parc JItn., Uanus

Name, address, authorization No for

FP manufacturing site / Control site /
Release site /

HaumenoBanue, axpec H HOMep
JIMIEH3HH NJIOIIAMKH,
ocylecTBJISIOIIEH

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan (HP) 173205, India (License No MNB/05/263) /
J-p Pennu’c Jlaboparopuc JIta., Uanus,
IIpousBoacTeenHoe nmoapazaenenne-6, Bunnamxk Kxons,
Hanarapx Poyn, bagmu, Conan Iuctpukr, X.I1. 173205,

MPOU3BOACTBO/KOHTPOJIb
rauecrsa/Bbmyck I'JI® /

Hnnus (JTunensus 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/
IIpumeuyanue: [IpogykT cooTBeTcTBYET Tpebopanusm HJ|

Conclusion : APPROVED /
3axkmouenne: OJJIOGPEHO

Prepared by / Checked by /

IToarorosnexno: Ambresh Kumar

Maurya (}f\/

ITposepeno: Santgsh Kumar

—_—

Approved by: Manager/Executive /

Manoj Kumar

Mot

Reprint Date /
Hara:27.12.2023

Reprint Date /
JHaTta:27.12.2023

Reprint Date /
Jara:27.12.2023

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: L85195AP1984PLCO045G7
www.drreddys.com

Opobpeno: Menemwkep / Pykorogurens




‘.. Dr. Reddy's Laboratories Ltd.

! @ Formuiation Unit-6

DI'. Reddy S s Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

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

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ipoaykr: Haii3s® AxTuBrens (HUMeCyIua) repb [UIsl HAPYXKHOIO MpuMeHenus, 1 %, 100 T

Market / PuiHok : Russia / Poccust

Batch No. / . V230983 Batch Quantity / . 11723.000 units /

Cepus No ) Pa3smep cepun * 11723.000 enuHUL
Analytical Repovrt No. / . 890001708606 Date of Analysis / . 27.12.2023
AHajauTH4eckuii oTyeT Ne Jara aHanusa

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

JlaTa npou3BoacTBa I'ogen o

Mfg. License No. /

ITpoussoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
JuueHsus Ne

Analysis performed according ND / Avanus nposenen o H/I: JIII-Ne(001336)-(PI'-RU) dt. 25.10.2022 /
JIII-Ne(001336)-(PT-RU) oT 25.10.2022

Page 6 of 6/ CTp. 6 13 6

3axiioueHne 0 cooTBeTcTBHU: «HacTosammm s MoATBepKAak0, YTO IpUBEIeHHAsA BRIIE HHOOPMALHS SBIISETCS
JIOCTOBEPHOHM ¥ TOYHOH. JTa cepus MPOMYKIIHMH IPOU3BeNeHa (BKIIOYAsl YIAKOBKY (MapKHUpPOBKY) U KOHTPOIb
KayecTBa) Ha BBINIEYKAa3aHHOW TNPOW3BOACTBEHHON IUTOManke (MOM[aaKax) B TOJHOM COOTBETCTBHH C
TpeboBanmsiMu [IpaBui Haaekanield MPOU3BOICTBEHHOW IPAaKTUKKH EBpazuiCcKOT0 3KOHOMHYECKOTO coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenrs6ps 2022) u TpeOOBaHHAMH KOHTPOJS KadecTBa JIEKAPCTBEHHBIX
CPEJICTB, a TaKXK€ B COOTBETCTBUHM CO CIELU(DUKAIUIMH, COMEPKAIIUMUCS B PETUCTPAIIMOHHOM JIOChE CTPaHbI-
UMIIOpTepa. 3almuCH MO NPOM3BOJCTBY, YHAaKOBKE W aHAIM3y IIPOBEPEHEBI, U YCTAHOBJIEHO HX COOTBETCTBHE
TpeboBanusim [IpaBun HaIexKaIe#H MPOU3BOACTBEHHOM IPakTUKA EBpasuiicKoro SKOHOMUYECKOIO COF03a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

IIpumeuanue: [Ipoaykt coorBeTcTBYeT TpebosanusiM HJ{ 3akmwouenne: OJJIOBPEHO

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

[Tonrororneno: Ambresh Kumar IIposepeno: Santogsh Kumar Opnobpeno: Menemxep / PykosoauTeins
6/,:‘:21/ Maurya g Manoj Kumar h’;;i“i

Reprint Date / Reprint Date / Reprint Date /

Hara:27.12.2023 Jara:27.12.2023 Jara:27.12.2023

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: L85195AP1984PLC0O0OA5G7
www.drreddys.com




