Dr.Reddy’s Qf‘

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDI{A
Tel : +91 98166 56001-02
www.drieddys.cori

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoaykr: Haiiz® AkTHBrens (HUIMeCyIHA) refib MUl Hapy)KHOTO npuMeHeHus, 1 %, 50 r

Market / Puibok : Russia / Poccus

Batch No. / . V240433 Batch Quantity / . 23294 units /

Cepus Ne i Paszmep cepun * 23294 epuHun
Analytical Repovrt No. / . 040002585586 Date of Analysis / . 03.07.2024
AHaJIMTHYeCKHiT oTUeT Ne JlaTa aHanusa

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

Jata npousBoacTBa T"ogeHn 1o

Mfg. License No. /

IIpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PT-RU)
JHUEeH3us Ne

Analysis performed according ND / Ananus nposeaen no HJL: JIM-Ne(001336)-(PT-RU)-251022

Page 1 of 6/ Ctp. 1 u3 6

yellow gel with characteristic odor /
OnHoponHbBIH  IpPO3pauHBIH
OJ1eIHO-XKEJITOro
XapaKTepHBIM 3afaxoM

reJib

1BeTa c

i‘? / Test / ITokazaTean Result / PesyabTar Specification / Hopma
1. Description / Onucanne Homogeneous, transparent, pale- | Homogeneous, transparent, colorless to

pale-yellow gel with characteristic odor /
OpHOpOIHBIH MpO3pauHbli  renb  OT
fecLBETHOro 10 OJIeAHO-XKENTOro BeTa
C XapaKTEePHBIM 3aI1aX0M

Identification / UnenTudpuxamus

a) HPLC / BOXX

Complies
Co0TBETCTBYET TPEOOBAHUAM

as prescribed /

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 yaep>kuBaHUs
OCHOBHOIO MHKa Ha XpoMaTorpaMmme

UCMBITYEMOIO  pacTBOpa JIOJDKHO
COOTBETCTBOBATh BpEeMEeHH
YAEp)KHMBAaHUS OCHOBHOrO IHKAa Ha
XpoMaTorpamme pacTBopa
craHjaptHoro obpasiia HMMeCYIHMaa
(paznmen «KonuuecTeeHHOE
OmpeJIeIIeHUe)

Remarks : The Product conforms to ND/

Ipumevanne: [Ipoaykr coorsercTByeT TpeboBanuam HJI

Conclusion : APPROVED /
3akawyenne: OJOBPEHO

Prepared by /
TMoaroTosraeHo! Santosh Kumar

Maurya @

e

Checked by /
[Mposepeny: Pawan Kumar

£

Approved by: Manager/Executive /
OuvGpenv. Meneukep / Pyrusoau e
Manoj Kumar

Reprint Date /
Jara: 03.07.2024

Reprint Date /
Jara: 03.07.2024

| Reprint Date /
Hara: 03.07.2024
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P,, 173 205, INDIA
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CEPTU®UKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Npoaykr: Haiiz® Axtusrens (HUMeCynua) rens Ans HApYXHOro npuMerenus, 1 %, 50 r

Market / PoItok : Russia / Poccus

Batch No. / . V240433 Batch Quantity / . 23294 units /

Cepus Ne Pasmep cepuu 23294 enunni
Analytical Repourt No. / . 040002585586 Date of Analysis / . 03.07.2024
AHanuTuyeCkmii oTyer Ne JlaTa ananu3a

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

JlaTa npou3BoacTBa I'ogen go

Mfg. License No. /

IIpouspoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JuueH3us Ne

Analysis performed according ND / Anaans nposeaen mo HJI: JIII-Ne(001336)-(PT'-RU)-251022

Page2 of 6/ CTp. 2 3 6

b) UV spectrophotometry / Y ®-
cnekTpodoTO METPHUs

Complies as prescribed
CooTBeTcTBYET TpEeOOBaHUAM

solution should have

/| UV absorption spectrum of the test
absorption

maximum at 397£5nm / Y®-cniextp
MOTJIOIIEHHUsT HUCIBITYEMOI0  pacTBopa
JOJKEH UMETh MaKCUMYM MOTJIOLICHHUS
npu 39745 HM

3. | Weight of package contents / 51g/51r According to Rus. Ph. / B cooTBeTcTBHH
Macca coaep:KHMOro ¢ Tpebopanusmu ['© PO
YIAKOBKH

4. | pH 3.13 2.5t04.5/0t12,5 no4,5

5. | Viscosity / BaszkocTb 943.5 centipoise / 400 to 1,200 centipoise /

943.5 cantunyas Ot 400 no 1200 cantunyas
6. | Impurities / IIpumecn
i. | Impurity C/ Not detected / ne 06HapysxkeHa Not more than 0.50 % /
[Tpumecs C He 6onee 0,50 %

ii. | Impurity D/ Below LOD (LOD = 0.02 %) / Husxe Not more than 0.50 % /
[pumecs D npenena obuapyxenus (IT0 = 0.02 %) He 6osnee 0,50 %

iii. | Any other impurity / 0.03% Not more than 0.50 % /
Jliobas apyras npumech He 6onee 0,50 %

Remarks : The Product conforms to ND/
IIpumeuanne: Ilpoaykr cootsercTByeT TpeboBanuam HJ1

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

Prepared by /
IToxnroroeneno: Santosh Kumar
Maurya @

Checked by /
IIpoeepeno: Pawan Kumar

Approved by: Manager/Executive /
OpnobpeHo: Menemxkep / Pykosoaurens
Manoj Kumar 2

Reprint Date /
Jara: 03.07.2024

Reprint Date /
Hara: 03.07.2024

Reprint Date /
Hara: 03.07.2024

wangndrieddys.com
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CEPTU®UKAT AHAJIM3A

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

Vill. IKhol, Malagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel: +91 98166 56001-C2
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Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g

Ipoaykr: Haiiz® AxtuBresib (HUMECYIIMA) renlb AT HAPYXKHOTO MpUMeHeHus, 1 %, 50 T

Market / PorHokx : Russia / Poccus

Batch No. / . Batch Quantity / . 23294 ynits /

Cepusi Ne F V240433 Pasmep cepun © 23294 eauHun
Analytical Rep03't No. / . 040002585586 Date of Analysis / . 03.07.2024
Ananuruyeckuii oryer Ne JlaTa ananu3a

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

JaTta npousBoacTBa I'ogen no

Mfg. License No. /

I[IpouseoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JuueH3us Ne

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

Page3 of 6/ CTp. 313 6
iv. | 'l'otal impurities / 0.0361% Not more than 1.50 % /
CyMma ripumeceit He 6onee 1,50 %
7. | Microbial purity* / Mukpo6uosioruyeckast YHCTOTA*
1. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
O61ee yucao a3poOHBIX MUKPO- He 6onee 100 KOE/r
OpraHu3MOB
ii. | Total Combined Yeast and NA Not  more  than 10 CFU/g
mould count / O61uee yucio He 6onee 10 KOE/r
JPOMOKEBBIX Y TIECHEBBIX
rpu6os
iil. | Pseudomonas aeruginosa NA Should absent in 1 g/
OtcyrcTBUE B 1 T
iv. | Staphylococcus aureus NA Should absentin 1 g/
OtcyrcTBue B 1 1
8. | Assay/KoJjH4ecTBeHHOE ONIpefeeHHe

Remarks : The Product conforms to ND/
IIpumeyanne: IIpoaykt cootsercTByeT TpeboBanusaM H/I

Conclusion : APPROVED /
3axkmouenne: OJIOBPEHO

Prepared by /
[Tonrororneno: Santosh Kumar

Maurya @L
¥

Checked by /
Ilporepeno: Pawan Kumar

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoaures

Manoj Kumar ,‘ g : g

Reprint Date /
Jlarta: 03.07.2024

Reprint Date /
Jara: 03.07.2024

Reprint Date /
Jara: 03.07.2024

0£500 2999, En
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Dr. Reddy's Laboratories Ltd,
Forinulation Unit-6

Vill. Khol, Malagarh Road, Baddi;
Distt. Solan, H.P., 173 205, INDIA
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CEPTH®HKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Npoaykt: Haiis® Akrusrens (HUMeCynuna) reip Ui HapyxHoro npuMereHus, 1 %, 50 r

Market / Poinok : Russia / Poccus

Batch No. / . V240433 Batch Quantity / . 23294 units /

Cepus Ne ) Pazmep cepun © 23294 egvnni
Analytical Repovrt No. / . 040002585586 Date of Analysis / . 03.07.2024
AHaautuyecknii oTyet Ne JlaTa ananusa

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

JlaTa npon3BOACTBA I'onen no

Mfg. License No. /

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

JHueH3usa Ne

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

Page4 of 6/ Ctp. 4 u3 6

Nimesulide /
Humecynun

9.93mg/9.93 mMr
(99.3 %)

9.0 mg to 11.0 mg of Ci3H12N20sS

claim)in 1 g of gel /
Ot 9,0 mr g0 11,0 mr C13H12N20s5S

Dimethyl sulfoxide /
Jdumernicynbpoxcun

101.6 %

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

Ot 90 % no 110 % C,HsOS
(aumeTuncynbhoKcHaI) OT
HOMMHAJILHOTO COHEPIKaHUs

10.

Package / YnakoBka

(nimesulide) (90.0% to 110.0% of label

(aumecyiun) (ot 90,0 % 10 110,0 % ot
HOMMHAJIGHOTO COJiepkaHms) B 1 r rens

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
JIAMMHHPOBAHHOIO ANFOMHMHHS, CHaO)XEHHYIO MeMOpaHOH I KOHTpOJA
nepBoro BekpbiTus. Kaxxayro Ty0y BMecTe ¢ HHCTpYKLHEH 0 MEAULIMHCKOMY

NPUMEHEHHUIO IMOMEIIAIOT 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.

*TIokasaTe/ib MOJKET OTCYTCTBOBATH B cepTHQHKATE aHAIH3A NpousBoauTes. IlponssoanTen
rapaHTHpPYET Ka4ecTBO Npenapara no ’THM IoKa3aTeJIfM.

Remarks : The Product conforms to ND/

IIpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBanusm HJ|

Conclusion : APPROVED /
3akmouenne: QJJOBPEHO

Prepared by /

IToarororneno: Santosh Kumar
Maurya ’
/’

Checked by /
IIpoeepeno: Pawan Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxep / Pykopoautens
Manoj Kumar

Reprint Date /
Jara: 03.07.2024

Reprint Date / J
Hara: 03.07.2024

Reprint Date /
JlaTa: 03.07.2024

2B
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Malagarh Road, Baddi,
Distt. Solan. H.P., 173 205, 1INDIA
Tel: +91 98165 56001-02

waredrroddys.com

CEPTUPUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mponyir: Haiiz® Axtusrens (HAMECYITi) relb Ui HAPY/AKHOTO npuMeHerus, 1 %, 50 r

Market / PoiHok : Russia / Poccus

Batch No. / . Batch Quantity / . 23294 units /

Cepus Ne P V240433 Pa3mep cepuu " 23294 enunnn
Analytical Rep()ft No. / . 040002585586 Date of Analysis / . 03.07.2024
AHaJsinTuyecknid oTyer Ne JlaTa aHanun3a

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

JlaTa npou3BOACTBA T'ogen no

Mfg. License No. /

IlpoussoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JiHeH3us Ne

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

Page50f 6/ Crp. Su3 6

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

Nimesulide / Humecymun

API manufacturer batch number /

IIpousBoautennr ADC, cTpana:

Howmep cepuu npounspoaureasas APC: NMS/13121242

FP Manufacturer API Batch number /

Howmep cepuu cy6cTanuun FERA00269
npoussoauTess I'JIdD:

API Manufactured by & country / Aarti Drugs Ltd., India /

Aaptu Jparc Jlta., Maaus

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

Haumenosanue, aapec 1 HOMep
JIHUEH3HH IIOLIAKH,
ocyuecTBIAOmeH
[IPOH3BOACTBO/KOHTPOIb
xadectBa/Boinyck IJID /

Distt. Solan (HP) 173205, India (License No MNB/05/263) /

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,

I-p Pennu’c Jlaboparopuc JIta., Unaus,
Tpoussoacreennoe noapasaenenue-6, Bumnamk Kxons,
Hanarapx Poyn, Bamau, Conan Juctpukr, X.I1. 173205,

Hnnus (JIunensus No 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/

IIpnmevyanue: I[Tpoaykr cootBeTcTBYeT Tpebopanuam HJI

Conclusion : APPROVED /
3akaruenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneno: Santosh Kumar [Ipoeepeno: Pawan Kumar OnobpeHo: Menemxkep / PykoBoaurens
Maurya Manoj Kumar w‘

P 4'
Reprint Date / Reprint Date/ | Reprint Date /
MHara: 03.07.2024 Jlata: 03.07.2024 Jara: 03.07.2024

Sanjarn Hills, Hyderabad - 500024, Telangana, india
2048 il: mail@drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUDPHKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr: Haitzs® Axtusrens (HUMeCYIna) Telib 115 HApYXKHOTO NpuMeHeHus, 1 %, 50 r

Market / PoiHOK : Russia / Poccns

Batch No. / . Batch Quantity / . 23294 units /

Cepusi Ne | V2H0A33 Pa3mep cepun 23294 eaunun
Analytical RepOft No. / . 040002585586 Date of Analysis / . 03.07.2024
AHanuTNyecKuii oTyeT Ne JlaTa aHaausza

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

JlaTa npousBoacTaa I'onen no

Mfg. License No. /

IIpousBoacTBeHHAs : MNNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
JHueH3una Ne

Analysis performed according ND / Anasiu3s nposenen no HJI: JITI-Ne(001336)-(PI™-RU)-251022
Page 6 of 6 / CTp. 6 13 6

3ak04eHHe 0 cooTBeTcTBHH: «HacToAIMM 51 MOATBEP)KAA0, YTO IIPHBEICHHAS BhIle HHQOPMAIHs SBILIETCS
JIOCTOBEPHOM M TOYHOM. DTa cepHs MPOIYKIHH NPOM3BE/eHa (BKIIOYAs YIAKOBKY (MapKHpPOBKY) M KOHTPOJb
KauyecTBa) Ha BBIICYKA3aHHOW IIPOM3BOACTBEHHON IUIomanke (MIOMAAKax) B IIOJHOM COOTBETCTBHH C
TpeboBanusMu [IpaBri Hajyiexalei IpOU3BOACTBEHHON NPakTHKH EBpa3suiicKoro 3KOHOMHYECKOTO coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsabps 2022) u TpeOoBaHHSIMH KOHTPOJII KaudyecTBa JIEKAPCTBEHHBIX
CpEJICTB, & TAKXKe B COOTBETCTBHUM CO CIECUU(PUKAITUSIME, CONEP)KAIUMUCS B PETUCTPALMOHHOM JOCHE CTPaHBI-
uMIoprepa. 3amMcH MO IPOU3BOJCTBY, YNAaKOBKE WM aHAIU3Y NPOBEPEHBI, M YCTAHOBJIEHO HX COOTBETCTBHE
TpeGoBanusM [IpaBun HaaeKaled IPOU3BOACTBEHHOH IIPakTHKH EBpa3sHiCKOro 3KOHOMHYECKOTO COIO3ay.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumedanne: [Ipoaykrt cooTBeTcTBYET TpeboBanuaM HJI 3akmwuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Moarororneno: Santosh Kumar IMpoBepeno: Pawan Kumar Opnobpeno: Menemxep / PykoBogurens
Maurya 1%/ /1&7 Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Hara: 03.07.2024 Jlarta: 03.07.2024 Hara: 03.07.2024

wiysdree HYS.Com




