Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

Dr. Reddy's Laboratcries Ltd.
Formulaticn 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
IMpoaywr: Haiis® AkTHBresb (HUMECYIH) renb I HApY#HOTro npumeneri, 1 %, 50 r

Market / Puinok : Russia / Poccus

Batch No. / . V240391 Batch Quantity / . 23298 units /

Cepus Ne ) Pa3smep cepuu * 23298 exuHuUL
Analytical Repovrt No./ . 040002566380 Date of Analysis / . 24.06.2024
AHannTnyeckuii oryer Ne JlaTa anaiusza

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2026

Jata npou3BoacTBa I'onen o

Mfg. License No. /

IIpoussoacTBeHHAA : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
Jnuenzust Ne

Analysis performed according ND / Anann3s npoeeaen no H/I: JITI-Ne(001336)-(PT'-RU)-251022

Page1of 6/ Crp. 1 u3 6

i.‘? / Test / llokazaTenn Result / PesyabTaT Specification / Hopma
1. Description / Onucanue Homogeneous, transparent, pale- | Homogeneous, transparent, colorless to

yellow gel with characteristic odor /
OnHOpOOHBIA MpO3padHbIl  Trelb
6116 THO-KENTOro 1BeTa c
XapaKTepHbBIM 3aI1aXoM

pale-yellow gel with characteristic odor /
OmHOpOAHBIA MPO3pavHblii  reqb OT
GeciBeTHOro 0 OJIeIHO-XKENTOro LIBeTa
C XapaKTEePHbIM 3aI1aXxoM

Identification / UnenTnduxanns

a) HPLC / BDXKX

Complies as prescribed /
CooTBeTCTBYET TpeOOBAaHUAM

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>xuBaHuA
OCHOBHOTO [MHMKa Ha XpomaTorpaMmme

HCIIBITYEMOTO  pacTBopa  JOJDKHO
COOTBETCTBOBATh BPEMEHHU
yIepXKHBaHHS OCHOBHOrO ITMKa Ha
XpoMaTorpaMme pactBopa
cTaHAapTHOro obpasua HUMecyJIujaa
(pazoen «KonuuectseHHOE
ompenieieHHe»)

Remarks : The Product conforms to ND/
IIpameuanne: [Ipogykr coorBercTByeT Tpeboanuam HJJ

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by / . Checked by / Approved by: Manager/Executive /
Honrororneno: Ankit Ilpoeepeno: Vijay Thakur Opobpeno: Menemxep / PykoBoaurens
/ ( ‘\/ﬁ Manoj Kumar
i’

Reprint Date / Reprint Date / Reprint Date /

Hara: 24.06.2024

Jara: 24.06.2024

Jara: 24.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2800, Fax: +91 40 4900 2999, Email: mait@drreddys.com

CIN: L85195AP1984FLC004507
www.drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Naiagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND}A
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUPUKAT AHAJIN3IA

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ilpoayxr: Haiz® AxTuBress (HUMECYNUA) redib 1J1s1 HApY)KHOro npumenexus, 1 %, 50 r

Market / Pulnok : Russia / Poccus

Batch No. / . V240391 Batch Quantity / . 23298 units /

Cepus Ne Pasmep cepuu 23298 enunuL
Analytical Repourt No./ . 040002566380 Date of Analysis / . 24.06.2024
AHanuTu4yeckuii oTyeT No Jarta ananusa

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2026

JlaTa npou3BoACTBa T'omen go

Mfg. License No. /

IpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
nuueH3usi Ne

Analysis performed according ND / Anaau3 nposenen no H/: JITI-Ne(001336)-(PI'-RU)-251022

b) uv spectrophotometry / Y®-
crekTpodoTo MeTpus

Complies
CooTBeTCcTBYET TpeOOBAHUAM

as prescribed

Page2 of 6/ Ctp. 213 6

solution should have

/| UV absorption spectrum of the test
absorption

maximum at 3975 nm / Y®-cnexrp
NOIJOLIEHHS MCIBITYEMOTO  pacTBOpa
JOJDKEH UMETh MaKCHMYM MOTJIOMIEHUS
ripu 397£5 HM

3. | Weight of package contents / 51g/51r According to Rus. Ph. / B cooTBeTcTBHM
Macca comep:KaMoOro ¢ Tpebosanusmu ['G PO
YIAKOBKH

4. | pH 3.26 25t04.5/012,5 04,5

5. | Viscosity / BazkocTb

995.1 centipoise /
995.1 canTunyas

400 to 1,200 centipoise /
Ot 400 no 1200 canTunyas

6. | Impurities / Ilpumecu

i. | Impurity C/ Not detected / He 06Hapy*ena Not more than 0.50 % /
ITpumecs C He 6Gosnee 0,50 %

ii. | Impurity D/ Not detected / e o6HapyxeHa Not more than 0.50 % /
ITpumecs D He 6onee 0,50 %

iii. | Any other impurity / 0.03% Not more than 0.50 % /
JIrobas apyras npuMech He 6ornee 0,50 %

Remarks : The Product confurts w WD/
IIpuMmeuanne: [IpoaykT cooTBeTCTBYET TpebopanmsaM HJT

Couclusivn : APPROVED /
3axmwuenne: ONNOBPEHO

Prepared by /
IMoarorosieno: Ankit

Checked by /
IIposepeno: Vijay Thakur

C

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykosoauTens
Manoj Kumar

Reprint Date /
JlaTta: 24.06.2024

Reprint Date /
Hata: 24.06.2024

Reprint Date /
Hara: 24.06.2024

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@direddys.com

CIN: L85195AP1S84FLCO04507
www.drreddys.com




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratcries Ltd.
Formulaticn Unit-6

Vill. Khol, Natagarh Road, Badd;,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHOUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Iponaykr: Haii3® AxTuBrens (HUMecyNIua) redb JUlS Hapy>KHOro NpuMeHeHus, 1 %, 50T

Market / PolHoK : Russia / Poccust

Batch No. / . V240391 Batch Quantity / . 23298 units /

Cepus Ne ) Pasmep cepun 23298 enuunn
Analytical RepOft No. / . 040002566380 Date of Analysis / . 24.06.2024
AHanuTHyecKkuii oTyeT No JlaTa ananusa

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2026

Jata npousBoacTBa T'open no

Mfg. License No. /

IIpousBoacTReHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JHeH3usA Ne

Analysis performed according ND / Asaan3 nposenen no HJI: JITI-Ne(001336)-(PI'-RU)-251022

Page3 of 6/ Ctp.31u3 6

iv. | Total impurities / 0.0326% Not more than 1.50 % /
Cymma mpumeceit He 6onee 1,50 %

7. | Microbial purity* / MukpoOuoxornyeckas Y4ucTora*

i. |Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
Ob1nee yrcio a3poOHBIX MUKPO- He 6onee 100 KOE/r
OpraHU3MOB

ii. | Total Combined Yeast and NA Not  more  than 10 CFU/g
mould count / O6mee yucno He 6onee 10 KOE/r
JPOMOKEBBIX U IUIECHEBBIX
rpuboB

iii. | Pseudomonas aeruginosa NA Should absentin 1 g/
OtcyrcTBHe B 1 1

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

8. | Assay/ KounyecTBeHHOe OnpecicHHE

Remarks : The Product conforms to ND/
IIpumeuanue: [Iponykr coorsercTByeT TpebosanusM HJI

Conclusion : APTROVED /
3axmouenne: OJJOBPEHO

Prepared by /
[TonrorosieHo: Ankit

7y

Checked by /
[Mposepeno: Vijay Thakur

-

Approved by: Manager/Executive /
OpobpeHo: Menemxep / PykoBogurens
Manoj Kumar

Reprint Date /
Jara: 24.06.2024

Reprint Date /
Jlara: 24.06.2024

Reprint Date /
Jlata: 24.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Wills, Hyderabad - 500034, Telangana, India
Tel: +91 40 490G 2800, Fax: +91 40 4300 2999, Email: maii@direddys.com

CIN: L85195AP1584FLCO04507
wwwdrreddys.coin




Dr.Reddy’s ‘_‘:‘.

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Dr. Reddy's Laborateries Ltd.
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
ITpoaykT: Haii3® AxtuBress (HUMecyiia) resb MU HapY)KHOTO puMeHeHus, 1 %, 50 ¢

Market / Poiok : Russia / Poccus

Batch No. / . V240391 Batch Quantity / . 23298 units /

Cepus Ne ) Pasmep cepum 23298 enunnn
Analytical Repovrt No. / . 040002566380 Date of Analysis / . 24.06.2024
AHanuTnyeckuii oTuer Ne JlaTa anannsa

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2026

JlaTta npou3BoacTBa TI'ogeH mo

Mfg. License No. /

IIpousBoacTBeHHAA : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
nuueH3us Ne

Analysis performed according ND / Ananus npoeeaex no HJL: JIII-Ne(001336)-(PI'-RU)-251022

Page 4 of 6/ Ctp. 4 u3 6

Nimesulide /
Humecynun

9.83 mg/9.83 mr
(98.3 %)

9.0 mg to 11.0 mg of C13H12N2058
(nimesulide) (90.0% to 110.0% of label
claim)in 1 gof gel /

Or 9,0 MI" 00 11,0 mr Ci3H12N20sS
(rumecymup) (ot 90,0 % no 110,0 % ot
HOMHHAJFHOTO cofiepxanus) B 1 r rens

9. |Dimethyl sulfoxide /
JAumernncyabGoKcH

101.6 %

90% to 110% of C;H¢OS (dimethyl
sulfoxide) of label claim /

0190 % no 110 % CHsOS
(mumeTnncynsdoKcHa) OT
HOMHHAJIBHOTO COAepIKaHUA

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
JIAMHHHPOBAHHOTO AJIIOMHHUS, CHaOXXEHHYI0O MeMOpaHOH Ui KOHTPOJIA
niepBoro BCkpeiThs. Kaxkayro Ty0y BMecTe ¢ HHCTPYKLHMEH [0 MeIULIMHCKOMY
[PUMEHEHHIO MOMELIAIOT B [aUKy 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.

*Tlokasaresib MOMKET OTCYTCTBOBATL B cepTHPHKaTE aHAIH3a npou3BoauTe . IIponssoauTenn
rapaHTHpYeT Ka4eCTBO Npenapara no 3THM N0oKa3aTesM.

Remarks : The Product conforms to ND/
ITpumeuanne: [Tpoaykt cootBercTByeT Tpebopanuam HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IToarorosieno: Ankit

-

Checked by /
[Tposepeno: Vijay Thakur

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / PykosoauTesb
Manoj Kumar '

Reprint Date /
Jarta: 24.06.2024

Reprint Date /
Jara: 24.06.2024

Reprint Date /
Jlata: 24.06.2024

Registered Office: 8-2-337, Road No. 3, Banjera Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 43900 2999, Email: maii@drreddys.com

CIN: L85195AP1584PLC004507

www.drroddyc.com




Dr.Reddy’s ":‘

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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTH®HUKAT AHAJN3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IMpoayxr: Haiis® Axrusrenb (HUMeCYIuA) resb 1 HapY)KHOTo fpuMeHeHus, 1 %, 50 r

Market / Puinok : Russia / Poccus

Batch No. / . Batch Quantity / . 23298 units /

Cepus Ne £ V240391 Pazmep cepun " 23298 eguHun
Analytical Rep0ft No./ . 040002566380 Date of Analysis / . 24.06.2024
AHanuTHyeckuii otyer Ne JlaTa anannza

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2026

JlaTa npou3BoACTBa T'ogen no

Mfg. License No. /

IIpouspoacTBeHHAs! : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JuueH3Hs Ne

Analysis performed according ND / Auanu3 nposeaed mo HJL: JITI-Ne(001336)-(PI'-RU)-251022

PageSof 6/ Crp. 5u3 6

API name (INN) / HanmenoBanue APC
(MHH):

Nimesulide / Humecymun

API manufacturer batch number /

nponssogutens I'JIP:

Homep cepun npounspoautensa ADC: NiS$/13121237
FP Manufacturer API Batch number /
Homep cepun cyGcTaHuun FERA00267

API Manufactured by & country /
Ilpoussoautear A®@C, crpana:

Aarti Drugs Ltd., India /
Aaptu dparc JIta., Uuaus

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

HaumeHoBaHUe, aipec H HOMep
JINIEH3UN IUIOIATKH,
OCYIECTBJIAOLIEH
MPOH3BOACTBO/KOHTPOIb
xayectBa/Boinyck ['JID /

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan (HP) 173205, India (License No MNB/05/263) /
J-p Pennu’c Jlaboparopuc JIta., Haaus,
I[TpouzBoacTBEeHHOE MoApasAeneHue-6, Bumnamx Kxoss,
Hanarapx Poyn, bagnu, Conan Juctpuxr, X.I1. 173205,
Hunus (JInuensus Ne MNB/05/263)

Declaration of certification: « 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».

Remarlks - The Product conforms tn NTV/ Caonclusion : APPROVFED /

IIpumeuanue: IIpoaykr coorBeTcTBYeT TpeboBanusim HJJ 3axmouenne: OJOBPEHO

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

ITonrorosneno: Ankit /T/ I[Nposepeno: Vijay Thakur Ono6peno: Menemxkep / Pykosoaurens
g : Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Jata: 24.06.2024 Hata: 24.06.2024 Hara: 24,06.2024

Registered Office; 8-2-337, Road MNo. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel; +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1S84FLCO04507

www.drreddys.com




Dr. Reddy's Laboratcries Ltd.
y .... Formulaticn Unit-6
Dr. Reddy s ® Vill. Khol, Naiagarh Road, Baddi,
. Distt. Solan, H.P,, 173 205, INDIA

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

CEPTUO®UKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g

IMpoaykT: Haiis® Axtusrens (HUMecyua) reib JUis Hapy)KHOTO IpuMeHeHns, 1 %, 50 T

Market / PblHOK : Russia / Poccus

Batch No. / . V240391 Batch Quantity / . 23298 units /
Cepusi No i Pa3smep cepum ° 23298 enuHun
Analytical Repovrt No./ . 040002566380 Date of Analysis / . 24.06.2024
AHaanTHyeckuii oTyer Ne JlaTa anannza

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2026

JaTa npon3BoacTBa T'onen go

Mfg. License No. /

ITpouspoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JHneH3Us Ne

Analysis performed according ND / Ananu3 npoeeaen no HJI: JITI-Ne(001336)-(PI'-RU)-251022

Page 6 of 6/ CTp. 6 13 6

3akaroueHne 0 cOOTBeTCTBHH: «HacToAIuM 51 MOATBEPKAAIO0, YTO HpHBE/ICHHAs BhIE HHPOpMAIMs ABJISETCS
JIOCTOBEPHOM W TOYHOM. DTa CepHsl MPOAYKLMH NPOH3BeieHa (BKIOYAs YaKOBKY (MapKHPOBKY) H KOHTPOIb
Ka4ecTBA) Ha BHIMICYKA3aHHOM NPOM3BOJACTBEHHOHM InIoINanke (IUIOMAnKax) B IIOJHOM COOTBETCTBHH C
TpeGoBaHuaMH [IpaBuil HaaexaleH Mpou3BOACTBEHHON MpakTHKK EBpasuiickoro 3KOHOMHYECKOTO coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsdps 2022) u TpeOOBaHHAMH KOHTPOJS KaueCTBa JICKAPCTBEHHBIX
CpPENCTB, a TAKXKE B COOTBETCTBHH CO CIEHHPUKAIMAME, COAEPKAIMUMHUCS B PETHCTPAIIMOHHOM JIOChE CTPaHbI-
UMIIOpTepa. 3aliCH IO IPOU3BOJACTBY, YNAaKOBKE M aHAIU3y IPOBEPEHBI, M YCTAHOBJIIEHO HX COOTBETCTBHC
TpeboBanmsM [lpaBun HajIex)amed IPOU3BOACTBEHHON IPaKTHKH EBpasHiCKOro 5KOHOMHYECKOTO COFO3a).

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

Ipumeuanue: IIpoaykrt coorsercTByeT TpeboBanuam HJI 3akmwouenne: OJJOBPEHO

Prepared by / 2 Checked by / Approved by: Manager/Executive /

[Togrororneno: Ankit /’1 [1 eno: Vijay Thakur Ono6peHo: Menemxkep / PykoBogurens
/—,/ 203/ Manoj Kumar ‘,! 2 a ﬁ}

gy
Reprint Date / Reprint Date / Reprint Date /
Hata: 24.06.2024 Hara: 24.06.2024 Jlata: 24.06.2024

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: L85195AP1584FLCO04507
wwwdieddys.cuni




