Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT 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 %, 20 g

ITpoayxr: Haii3® AkTtrBress (HUMecynun) renb Ajs HapyXXHOro npumenesnus, 1 %, 20 ¢

Market / Poiox : Russia / Poccus

Batch No. / . V230865 Batch Quantity / . 57932.00 units /

Cepus Ne ) Pasmep cepuu " 57932.00 equnun
Analytical RepOft No. / . 040002282240 Date of Analysis / . 23.11.2023
AHaauTH4yecKkHnii oTueT Ne JarTa aHanu3a

Date of Manufacture / . 11/2023 Date of Expiry / . 10/2025

Jara npousBoacTaa T'ogen no

Mfg. License No. /

IIpouseoacTBeHHast : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
JuueHsus Ne

Analysis performed according ND / Ananu3 nposegen mo HJI: JIITI-Ne(001336)-(PI'-RU) dt. 25.10.2022 /

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

Page10of 6/ Crp. 1u3 6

i{? / Test / [lokazarens Result / PesyabTar Specification / Hopma
1. Description / Onucanne Homogeneous, transparent, pale- Homogeneous, transparent, colorless to

yellow gel with characteristic odor
/ OmHOPOAHBIH MMPO3PaYHBIN relb
6JI€AHO-XKENTOro LBETa C
XapaKTepHbIM 3aMaxoM

pale-yellow gel with characteristic odor /
OnHOpOAHBIA MpO3payHBIl  rems  OT
GecuBeTHOro N0 OJIeTHO-KENTOTO LIBeTa
C XapaKTEPHBIM 3aMaxoM

2. Identification / UnenTudnkauus

a) HPLC / BDXKX

Complies as prescribed
CooTBEeTCTBYET 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 ynep>kuBaHHs
OCHOBHOI'O TIHKAa Ha XpOMAaTorpamme

HUCTBITYEMOTO  pacTBopa  JOJDKHO
COOTBETCTBOBATh BpEeMEHHU
yIep>KMBaHUsS OCHOBHOTO IHKa Ha
XpoMaTorpamme pacTBOpa
CTaHAapTHOro obpasua HUMeCyIuJa
(paznen «KonnuecTBeHHOE
OTpeleIIeHHE)

Remarks : The Product conforms to ND/

Ipumeuanue: [TpoaykT cooTBeTcTBYeT Tpebobanusm HJI

Conclusion : APPROVED /
3akarouenne: OJJOBPEHO

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

ToarorosneHo: Ankit ] IIpoeepeHo: Santosh Kumar Onobpeno: Menen ep / PykoBoaurens
A// Maurya gﬁ_ Abhishek Chauhank\

Reprint Date / Reprint Date / Reprint Date / ) ‘

Hara: 23.11.2023 Hara: 23.11.2023 Hara: 23.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUDONKAT 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 %, 20 g
Ipoaykr: Haii3® AKTHBreNb (HUMECYIH) reNib Ayl HapYXKHOTO npuMeHenus, 1 %, 20 ©

Market / PeiHOK

: Russia / Poccus

Batch No. / . V230865 Batch Quantity / . 57932.00 units /

Cepus Ne ) Pa3mep cepun © 57932.00 equuun
Analytical Repo:‘t No./ . 040002282240 Date of Analysis / . 23.11.2023
AHajguTuyeckuii oTyer Ne Jata aHajansa

Date of Manufacture / . 11/2023 Date of Expiry / . 10/2025

JlaTa npou3BoacTBa I'onen go

Mfg. License No. /

IIpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
auueH3ns Ne

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

Analysis performed according ND / Anann3 nposenen no HJI: JIII-Ne(001336)-(PI'-RU) dt. 25.10.2022 /

Page 2 of 6/ CTp. 2 u3 6

b) UV spectrophotometry / Y®-
criekTpodoTo MeTpUs

Complies as prescribed
CooTBeTCTBYET TpeOOBaHUIM

UV absorption spectrum of the test
solution should have absorption
maximum at 39745 nm / Y®-cniektp
NOIVIONIEHHsT HMCIBITYEMOTO pacTBoOpa
JIOJDKEH UMETh MAaKCHMYM IIOTJIOLISHHS
ripu 39745 HM

1026 canTunyas

3. | Weight of package contents / 21g/21r According to Rus. Ph. / B coorBeTcTBHH
Macca cogepxKuMOro ¢ Tpebopanusmu ['O PO
YHAKOBKH

4. | pH 33 25t04.5/012,5104,5

5. | Viscosity / Baskocth 1026 centipoise / 400 to 1,200 centipoise /

Ot 400 no 1200 cantunyas

6. | Impurities / IIpumecu

Ipumeyanue: ITponykt coorBeTcTBYeT TpeboBanuam HJI

i. | Impurity C/ Not detected / He obHapy>keHa Not more than 0.50 % /
ITpumecs C He 6onee 0,50 %
ii. | Impurity D/ N / Not more than 0.50 % /
Mpimecs D ot detected / He oOHapY¥.CHA He Gonce 0,50 Y%
iii. | Any other impurity / Not more than 0.50 % /
Jiobas npyras nmpumech 0.03% He 6onee 0,50 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Saxmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarotosneHo: Ankit ) IIpoeepeno: Santosh Kumar Onobpeno: Menemnep / PykoBoaurens
A/ e Maurya Abhishek Chauhan S \
—_
Reprint Date / Reprint Date / Reprint Date / \
Hara: 23.11.2023 Jara: 23.11.2023 Jlara: 23.11.2023

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

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT 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 %, 20 g
Mponykr: Haiis® Akrusrenb (HEMecylH) refib Uia Hapy:kHoro npumenenns, 1 %, 20 r

Market / PeiHOK : Russia / Poccus
Batch No. / . V230865 Batch Quantity / . 57932.00 units /
Cepus Ne ) Pasmep cepun © 57932.00 exuunL

Analytical Report No. /

AnanuTHdyeckui oTuer Ne

: 040002282240

Date of Analysis /
JlaTta ananuza

: 23.11.2023

Date of Manufacture /

Date of Expiry /

: 11/2023 : 10/2025
JaTa npousBoacTBa T'onen no
Mfg. License No. /
IIpousBoacreedHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)

auuen3usa Ne

Analysis performed according ND / Ananu3s nposeaex no H/I: JITI-Ne(001336)-(PI'-RU) dt. 25.10.2022 /
JITI-Ne(001336)-(PI'-RU) ot 25.10.2022

Page3 of 6/ Crp.3 136
iv. | Total impurities / 0.0324 % Not more than 1.50 % /
CymMa npumeceit ' ¢ He 6onee 1,50 %
7. | Microbial purity* / Mukpo6HnoJjioruyeckas 4HcToTa*
i. |Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
OO1iee YncIIo aspOoOHBIX MUKPO- He 6onee 100 KOE/r
OpraHU3MOB
ii. | Total Combined Yeast and NA Not more  than 10 CFU/g
mould count / Ob1ee yucno He 6onee 10 KOE/r
JIPOMOKEBBIX U TIECHEBBIX
rpubor
iii. | Pseudomonas aeruginosa NA Should absentin 1 g/
OrcyrctBUe B 1 1
iv. | Staphylococcus aureus NA Should absentin 1 g/
OtcyrctBUe B 1 T
8. | Assay/KoanvecTBeHHOE OnpeeeHue

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoaykr coorBeTcTBYeT TpeboBanusam HJ

Conclusion : APPROVED /
3axmouenne: OJXOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IoaroroeneHo: Ankit / [Mpoeepeno: Santosh Kumar Onobpeno: Menemxep A PykoBoaurens
/\/' Maurya % Abhishek Chauhan \
- \ 4
Roprint Dato / Roprint Dato / Reprint Date /
Hara: 23.11.2023 Jara: 23.11.2023 Hara: 23.11.2023

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: L85135AP1984PLC0O04507
www.drreddys.com




‘.‘ Dr. Reddy's Laboratories Ltd.

L/ ° Formulation Unit-6

Dr’ Reddy S e Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : 491 98166 56001-02
CEPTUOUKAT AHAJIN3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Ilpoaykr: Haiis® AxTuBresis (HUMECYIMA) IeNb U HApYKHOTO NpHMeHeHus, 1 %, 20 r

Market / PoiHoK : Russia / Poccus

Batch No. / - V230865 Batch Quantity / . 57932.00 units /

Cepus Ne i Pasmep cepun * 57932.00 exuHAL
Analytical Repovrt No. / . 040002282240 Date of Analysis / . 23.11.2023
AHajuTHyeckuii oTyer Ne JaTa ananuza

Date of Manufacture / . 11/2023 Date of Expiry / . 10/2025

JaTa npousBoacTea TI'ogen no

Mfg. License No. /

IIpousBoacTBEHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JHIEeH3ust Ne

Analysis performed according ND / Ananu3s nposeaen no H/{: JITI-Ne(001336)-(PI'-RU) dt. 25.10.2022 /
JIII-Ne(001336)-(PT'-RU) ot 25.10.2022

Page4 of 6/ Crp. 4u3 6

Nimesulide / 9.74 mg /9.74 mr 9.0 mg to 11.0 mg of C13H12N20sS
Humecynua (97.4 %) (nimesulide) (90.0% to 110.0% of label
claim)in 1 gof gel /

Or 9,0 MI' 10 11,0 Mmr C[gHuNzOss
(aumecynun) (ot 90,0 % o 110,0 % ot
HOMMHAJIBHOI'O CofiepXaHus) B 1 T rens

9. |Dimethyl sulfoxide / 100.3 % 90% to 110% of C;HsOS (dimethyl
JAumeTnicyab@porcu sulfoxide) of label claim /
Ot 90 % 1o 110 % CHsOS

(mumeTHiicy1bGOKCHI) OT
HOMHHAJIBHOT'O COJIEPXKaHUsA

10. | Package / YnakoBka 20 g in a laminated aluminum tube equipped with tamper-evident membrane.
Each tube and a patient information leaflet in a carton. / ITo 20 r B TYOy U3
JaMHUHHUPOBAHHOTO AJIIOMMHHs, CHaOXXEHHYI0 MeMOpaHOW s KOHTPOJS
nepBoro BCkpeiTHs. Kaxnyio TyO0y BMecTe ¢ MHCTPYKIHEH M0 MEAULIMHCKOMY
NPUMEHEHHIO MOMELIAIOT B NAaYKy 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.

*Tloka3aTeJb MOXKET OTCYTCTBOBAThH B cepTHQHKaTe aHAIH3Aa npousBoaureis. [Ipon3soanrenan
rapaHTHpYeT Ka4ecTBO IpernapaTa 1o 3THM MOKa3aTeJIAM.

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

IIpumeuanne: [Ipoaykt cooTBeTCTBYET TpeboBaHUAM HJ| 3akmwouenne: OJIOBPEHO

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

IMoarororneno: Ankit [Iporepeno: Santosh Kumar Onobpeno: Menemxep APykoBoauTens
} } - | Maurya % Abhishek Chauhan L\

Reprint Date / Reprint Date / Reprint Date / '

Hara: 23.11.2023 Hara: 23.11.2023 Jlata: 23.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 490C 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



‘. ‘ Dr. Reddy's Laboratories Ltd.

’ e Formulation Unit-6

Dr. Reddy S N¢ Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

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

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g

ITponykr: Hajizs® AkTusrens (HUMeCyIua) relib JUisi HAPYXKHOTO puMeHeHus, 1 %, 20 r

Market / PoiHok : Russia / Poccus

Batch No. / . V230865 Batch Quantity / . 57932.00 units /
Cepus Ne ) Pa3zmep cepum © 57932.00 equHUL
Analytical Repovrt No./ . 040002282240 Date of Analysis / . 23.11.2023
AHaluTHYyecKHii oTueT No JaTta aHaiu3a

Date of Manufacture / . 11/2023 Date of Expiry / . 10/2025

JlaTa npousBoacTBa Tonen no

Mifg. License No. /

IIpouseoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
nuuen3us Ne

Analysis performed according ND / Anasiu3 nposener no HJ(: JITI-Ne(001336)-(PI'-RU) dt. 25.10.2022 /
JII-Ne(001336)-(PI'-RU) ot 25.10.2022

PageSof 6/ Crp. 5u3 6

API name (INN) / Hanmenopanue APC Nimesulide / Hinvecymun

(MHH):

API manufacturer batch number / NMS/13060593, NMS/18121104

Homep cepuu npousBoaurenass ADC:

FP Manufacturer API Batch number /

Homep cepnu cy6cTaHIMH FEQAO00354, FEMA00026
npoussoaurens I'JID:

API Manufactured by & country / Aarti Drugs Ltd., India /
pousBoautens APC, cTpana: Aaptu Jparc JItn., Uanus

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) /
Hanvenonanue, agpec H HOMep H-p Peanu’c Jlaboparopuc Jlta., Uunus,
JIMIEH3HH MIOIIAKH, [pousBoacTBEeHHOE MoApa3aeneHue-6, Bumnamk Kxons,
OCYIIeCTBIAIOMIeH Hanarapx Poyn, Bamau, Conan Quctpuxr, X.I1. 173205,
NPOU3BOACTBO/KOHTPOJIb Huaus (JIunensus Ne MNB/05/263)
kayectBa/Boinyck [JI® /

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 al 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/ Conclusion : APPROVED /

IMpumeuanue: ITpoaykr cooteTcTRyeT TpeboBaHUsIM H]| 3axmouenne: OJJOBPEHO

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

ITonrororneno: Ankit A [Mpoeepeno: Santosh Kumar OnobpeHo: Meaemxep@osoz[menb
Maurya Abhishek Chauhan

Reprint Nate / Reprint Date / Reprint Date /

Hara: 23.11.2023 Hara: 23.11.2023 Hara: 23.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +-91 40 4900 2959, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

@
/ ". Formulation Unit-6
Dr' Reddy S kg Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

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

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g

Iponykt: Haii3® Akrusrens (HUMECYNHA) refib I HAPYXKHOTO npuMeHeHus, 1 %, 20 r

Market / Poinok : Russia / Poccus

Batch No. / . V230865 Batch Quantity / . 57932.00 units /
Cepus Ne ) Pa3smep cepun ' 57932.00 exuHuI
Analytical Repo“rt No. / : 040002282240 Date of Analysis / . 23.11.2023
AHanuTHYecKuii oTyeT No Jara ananusa

Date of Manufacture / . 11/2023 Date of Expiry / . 10/2025

Jata npousBojacTBa I'open 1o

Mfg. License No. /

HponsBoacTBeHnas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
JuneH3ust Ne

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

Page 6 of 6/ CTp. 6 M3 6

3axinioueHHe 0 cooTBeTcTBHH: «HacTosImuM s TOATBEPXK/at0, YTO MPUBEICHHAS BhIIIE HHGOPMAIUS SBIISETCS
JOCTOBEPHOM M TOYHOH. DTa cepus IMPOAYKIMHU IIPOHM3BElIeHa (BKIIOUAs YIAKOBKY (MapKHpPOBKY) M KOHTPOJb
KayecTBa) Ha BHIEYKa3aHHOW IPOM3BOJACTBEHHOU IUIOMAAKe (IUIOM@AKaX) B IOJHOM COOTBETCTBHH C
TpeboBanusaMu [IpaBui HajueXxamel IPOU3BOICTBEHHON NPaKTHKH EBpazuiickoro 3k0HOMHYECKOTO coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsi6ps 2022) u TpeGOBaHHAMH KOHTPOJS KadyecTBa JIEKAPCTBEHHBIX
CPEZCTB, a TAKXX€ B COOTBETCTBHHU CO CHENUGUKAIMIMH, COACPKAIIMMUCS B PETHCTPALIHOHHOM J0ChE CTPaHBI-
uMIoprepa. 3alUCH 110 IPOM3BOACTBY, YIIAKOBKE W aHAJIM3y IPOBEPEHBI, H YCTAHOBJIEHO HX COOTBETCTBHE
tpeboBanusM IlpaBun Hagexarei NpOU3BOACTBEHHOM PAKTHKH EBPasHiCKOro 3KOHOMHYECKOTO COIO3a.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: [Ipoaykr coorBeTcTBYET TpeboBanusm HJI 3axawuenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Honroroeneno: Ankit ) ITpoeepeno: Santosh Kumar Onobpeno: Menemxkep / PykoBoaurenb

f’\ | Maurya 2 Abhishek Chauha?le )

. = |

Reprint Date / Reprint Date / Reprint Date /
Hara: 23.11.2023 Hara: 23.11.2023 Jata: 23.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com
CIN: L85195AP1984P1.C004507
www.drreddys.com




