Dr.Reddy’s Q':’

Dr. Reddy’'s Laboratories [td.
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
CEPTUO®UKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Iponaykr: Haiiz® Axtusrens (HuMecyni) refib Ul HAPYKHOrO NpuMeHeHus, 1 %, 50 r

Market / Prlnox : Russia / Poccus

Batch No. / . V240616 Batch Quantity / : 23529 units /

Cepus Ne Pa3zmep cepun 23529 eauHun
Analytical Repovrt No. . 040002630299 Date of Analysis / . 24.08.2024
AHanuTuyeckuid oryer Ne JlaTa ananu3a

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2026

JlaTa npou3BoACTBa Tonen oo

Mifg. License No. /

IIpouseoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JHueH3us Ne

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

Pagel of 6/Ctp. 1u3 6

No/

e Test / Ilokazaresn

Result / PesyabTar Specification / Hopma

1. Description / Onncanne

Homogeneous, transparent, pale- | Homogeneous, transparent, colotless to
yellow gel with characteristic odor / | pale-yellow gel with characteristic odor /
OpHopoaHBl  mpo3payHblii  resb | ONHOPOAHBIA TMpO3payHbli  reilb  OT
6JIEAHO-XKENTOro LIBE€Ta ¢ | GecupetHoro Ho GAEIHO-KENTOrO LBETA
XapakTepHBIM 3aMaxoM C XapaKTepHbIM 3aI1aX0M

2. Identification / UnenTuduxanns

a) HPLC / BOXX

Complies as prescribed /| The retention time of the main peak in
CooTBeTCTBYET TPEOOBAHUAM 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>xuBaHus
OCHOBHOIO NHKa Ha XpOMaTorpaMmme
HCIIBITYeMOro  pacTBopa JIOJDKHO

COOTBETCTBOBATH BpEeMEHH
yIOepKUBaHHS OCHOBHOTO IIMKa Ha
XpoMaTorpamme pacTBopa
cTaHjapTHOro ofpasua HUMecCy/IHla
(pazmen «KonnuecTBeHHOE
OTpeIeTICHHE»)

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Ilpumeuanne: [poaykr coorseTcTBYeT TpeboBanuam HJI 3axmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Togrorosneno: Santosh Kumar IIporepeHo: Pardeep Kumar OnobpeHo: Menemxkep / PykoroauTeinb
Maurya Manoj Kumar 31 M
Reprint Date / Reprint Date / Reprint Date /

Hata; 241.08.2024 Hata: 24.08.2024 Jara: 74 R 2N?4

Registered Office:

8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india

Tel: +91 40 4900 25900, Fax: +91 40 4900 2999, Ernail: mail@drreddys.com

CIN: L85195AP1984PLCOO4507
www.drreddys.com




Dr.Reddy’s ‘f’:‘

CERTIFICATE OF ANALYSIS

CEPTHPHUKAT AHAJIU3A

Dr. Reddy's Laboratories |td.
Formulaticn 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
Hpoaykr: Hait3® AxTusrens (HuMecyn) rejib UA Hapy/KHOTo npuMmeHerns, 1 %, 50 T

Market / PbIHOK : Russia / Poccus

Batch No. / . V240616 Batch Quantity / . 23529 units /

Cepusi Ne ) Pazmep cepun © 23529 eavHnn
3 / Qi /

Analytical Repovrt No. / . 040002630299 Date of Analysis / . 24.08.2024

AHanuTnuyeckuii oTuer No Jata anasiuza

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2026

JaTa npou3BoAcTBa Toaen oo

Mfg. License No. /

IIpouspoacTBeHHas : MNB/05/263 MA number: / Homep PY : JII-Ne(001336)-(PI-RU)

JIHUEH3UA No

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

Page2 of 6/ Ctp. 213 6

cneKkTpooTo METpUs

b) UV spectrophotometry / YO-

Complies as prescribed /
CooTBeTcTBYET TpeGOBAHUAM

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / Y®-cnextp
MOIJIOUIEHHS HCIBITYEMOro  pacTBOpa
JIOJKeH UMETh MAKCHMYM TIOTJIOLIEHHS
npu 397+5 HM

npefena KOJUYeCTBEHHOTO OTPENENIEHHSA
(ITKO = 0.03 %)

3. | Weight of package contents / 51g/5lr According to Rus. Ph. / B cooTBeTcTBUH
Macca coaep:KHMOro ¢ Tpebopanusmu ['® PO
YDAaKOBKH

4, | pH 3.25 2.5t04.5/0t12,5 n04,5

5. | Viscosity / BazkocTb 963.8 centipoise / 400 to 1,200 centipoise /

963.8 canTumyas Ot 400 no 1200 cantumyas
6. | Impurities / IIpumecn
i. | Impurity C/ Not detected / He o6HapyxcHa Not more than 0.50 % /
[Mpumecs C He 6onee 0,50 %

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

iii. | Any other impurity / Below LOQ (LOQ = 0.03 %) / Hinxe Not more than 0.50 % /
Jhobas apyras nprumech He 6onee 0,50 %

Remarks : The Product conforms to ND/
IIpumeuanue: ITpoaykrt cooTseTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3akaouenune: OJOBPEHO

Prepared by /
IMoarorosneno: Santosh Kumar
Maurya

X

Checked by /
[poeepeHo: Pardeep Kumar

4

Manoj Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pyt_;maomr;gnb

}-b"” (Lt j

Reprint Date /
Jara: 24.08.2024

Reprint Date /
[Hara: 24.08.2024

Reprint Date /
Jlara: 24.08.2024

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: maii@drreddys.com

CIN: L85195AP1584PLC0O045D7
www.direddys.com




Dr.Reddy’s "!0

CERTIFICATE OF ANALY

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

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, IND!A
Tel : 491 98166 56001-02

SIS www.drreddys.com

CEPTHO®UKAT AHAJIN3A

Product ; Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Tpoaykr: Haii3s® AxTHBrens (HUMeCymijl) res s HapyiKHOro rpuMenesnd, 1 %, 50 r

Market / Prinok : Russia / Poccus

Batch No. / . V240616 Batch Quantity / . 23529 units /

Cepus Ne ) Pasmep cepuu 23529 enuHuL
0 / 1 /

Analytical Repovrt No. / . 040002630299 Date of Analysis ! . 24.08.2024

AHanutuuyeckuii oryer Ne Harta anaiusa

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2026

JaTa npousBoacTBA T'ogen go

Mfg. License No. /

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

JuneH3us Ne

Analysis performed according ND / Ananus nposeaen mo HJI: JITI-Ne(001336)-(PI'-RU)-251022

Page3 of 6/ CTp.3mn3 6

iv. | Total impurities / Below LOQ / Huke npesena Not more than 1.50 % /
CyMMa HpI/IMeceﬁ KOJIMYECTBCHHOTO OIIPCACIICHUSA He 60Hee 1,50 %

7. | Microbial purity* / MuxpoGnonornyeckast YHCTOTa*

i. |Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
Obiee yncito a3poOHBIX MUKPO- He 6onee 100 KOE/r
OpPTraHH3MOB

ii. | Total Combined Yeast and NA Not more  than 10 CFU/g
mould count / Ob1iee uncio He 6onee 10 KOE/r
IPOJ}OKEBBIX U IUIECHEBBIX
rpuboB

iii. | Pseudomonas aeruginosa NA Should absent in 1 g/
OtcyrcrBue B 1 1

iv. | Staphylococcus aureus NA Should absent in 1 g/
OrcyrctBue B 1 1

8. | Assay/KonnuecTBeHHOe onpefeleHHe

Remarks : The Product conforms to ND/
Ipumeyanne: [IponykT coorBercTBYeT TpeboBanusm HJI

Conclusion : APPROVED /
Zaxkmouenune: OJOBPEHO

Prepared by /
Ioarororneno: Santosh Kumar
Maurya

@&

Checked by /
IMporepeno: Pardeep Kumar

ol

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

Manoj Kumar J?M
Eie _

Reprint Date /
JHara: 24.08.2024

Reprint Date /
Jara: 24.08.2024

Reprint Date /
Jara: 24.08.2024

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
CIN: L85195AP1984PLCOO4507
www.drreddys.com

: maii@drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories {td.
Formuiation Unit-6

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

CEPTH®UKAT AHAJIN3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IMpoaykr: Haiis® Axrusrens (HUMecyiL) refib Ans Hapy:xuoro npumenenns, 1 %, 50 r

Market / Puinok : Russia / Poccus

Batch No. / ] Batch Quantity / . 23529 units /

Cepus Ne SNEIOLD Pa3mep cepun © 23529 enquHun
Analytical Repourt No. / . 040002630299 Date of Analysis / . 24.08.2024
AHanuTH4yecKHuii oTueT No Jara ananusa

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2026

Jata npousBoaAcTBa Togen o

Mfg. License No. /

IIpouseoacTBeHHas! : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JIHUIEH3us Ne

Analysis performed according ND / Anann3 nposeaen no HJI: JIII-Ne(001336)-(PI"-RU)-251022

Page4 of 6/ CTp. 43 6

Nimesulide /
Humecynug

9.82 mg/9.82 mr
(98.2 %)

9.0 mg to 11.0 mg of C13H12N2OsS
(nimesulide) (90.0% to 110.0% of label
claim) in 1 g of gel /

Ot 9,0 mr mo 11,0 mr Ci3H12N20sS
(aumecynun) (ot 90,0 % 10 110,0 % ot
HOMHHAJILHOTO cofiepkaHus) B 1 r rens

9. |Dimethyl sulfoxide /
Jdumernicynbporcug

94.9 %

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

Ot 90 % mo 110 % C;HsOS
(mumeTHnCynppOKCHa) OT
HOMHHAJIBHOTO COZIepIKaHH

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
JIAMHHUPOBAHHOTO AIIOMHHHUS, CHaO)KeHHYI0 MeMOpaHOH mJd KOHTpOJA
nepBoro BCKpbiThst. Kaxayio Ty0y BMecTe ¢ HHCTPYKLMEH N0 MeAULIMHCKOMY
MPHMEHEHHUIO TIOMEIIAIOT B MayKy 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.

*[IokazaTeanh MOXKeT OTCYTCTBOBATH B cepTHdHKATE aHAIU3a NponssoguTens. IlponssoguTtenn
rapaHTHPYeT Ka4yecTBO Npenapara o 3THM NoKa3aTeJ M.

Remarks : The Product conforms to ND/
IIpumeuanne: Ilponykr coorBercTByet TpebopaHusam HJ{

Conclusion : APPROVED /
Jarkiawuenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosneno: Santosh Kumar [Tposepeno: Pardeep Kumar Onobpeno: Menemwxep / PykoBoautgnsb
Maurya @— oL Manoj Kumar '}‘n M
Reprint Date / Reprint Date / Reprint Date /

Hara: 24.08.2024 Jata: 24.08.2024 Jara: 24.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +51 40 4500 2999, Email: maii@drrecddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories |1d.
Formulatiocn Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CEPTUPHUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr: Haiis® Axrusrens (HUMECYNWA) renb 1Jisl HApY)KHOTO NpuMeHeHus, 1 %, 50 r

Market / Puinok : Russia / Poccns

Batch No. / . V240616 Batch Quantity / . 23529 units /

Cepusi No ) Pa3mep cepun * 23529 eauHuULL
{3 ] 1e /

Analytical Repo“rt No. / . 040002630299 Date of Analysis / . 24.08.2024

Anaanruuyecknii oryer Ne JlaTa ananusa

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2026

JaTa npousBoacTBa Tonen oo

Mifg. License No. /

IIponspoacTBeHHast :* MNB/05/263 MA number: / Homep PY : JII-Ne(001336)-(PT-RU)

JIuLeH3us No

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

PageS5of 6/ Ctp. 5u3 6

API name (INN) / Haumenoanne ADC

Nimesulide / Humecynua

npoun3soguTes I'JID:

(MHH):

API manufacturer batch number / NMS/14050321
Homep cepnu npoussoaures APC:

FP Manufacturer API Batch number /

Homep cepru cyGcTaHIHK FERA00365

API Manufactured by & country /
Ilpoussoantear APC, crpana:

Aarti Drugs Ltd., India /
Aaprtu Jparc Jitn., Uaous

Release site /

HanmeHnoBaHue, agpec H HOMep
JIMIEH3HH IUVIOWAAKH,
OCYIIeCTBIAAIONIECH
HNPOU3BOACTBO/KOHTPOJIb
kayecTBa/Boinyck I'JID /

Name, address, authorization No for
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 Peqnn’c Jlab6oparopuc JIta., Hanus,
[TpousBoacTBEeHHOE noApaszaenenre-6, Bumnamk Kxons,
Hanarapx Poyn, bagmau, Conan Huctpuxr, X.I1. 173205,
WNuausa (JIuuenszus 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

Remarks : The Product conforms to ND/

Conclusion : APPROVED /
3axmwuenne: OJOBPEHO

Hpumeuanue: [Iponykr cootBercTByet Tpeboranmusam HJ{

Prepared by /
IToarorosneHo: Santosh Kumar
Maurya d

R

Checked by /
IIpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxep / P}-’Kosmujze.ﬂb

Manoj Kumar h_?‘fy"/,
iy '

Reprint Date /
Hata: 24.08.2024

Reprint Date /
ara: 24.08.2024

Reprint Date /
Jlarta: 24.08.2024

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

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email
CIN: L85195AP1584PLC0OO4507
www.drreddys.com

: maii@drreddys.com




Dr. Reddy's Laboratories (td.
Formulaticn Unit-6

@e
’ @ . :
Dr‘ Reddy s ‘ ® V{Il. Kf:ol, Nalégarh' Road, Badd;,
. Distt. Solan, H.P., 173 205, IND!A
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOPUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr: Haiis® AkTHBreNs (HUMECYNINA) IeNlb I HApYXHOro npuMeHeHus, 1 %, 50 r ]

Market / PoiHok : Russia / Poccus

Batch No. / . V240616 Batch Quantity / . 23529 units /

Cepus No ) Pa3mep cepun " 23529 eguHunl
: f is /

Analytical Repo:‘t No. . 040002630299 Date of Analysis !/ . 24.08.2024

AHaNMHTHYECKHIT oTYeT No JlaTa aHanu3a

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2026

JaTa npousBoacTBa T'onen go

Mfg. License No. /

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

JuneHsus Ne

Analysis performed according ND / Anuanu3 nposegen no HJ: JITI-Ne(001336)-(PI'-RU)-251022
Page 6of 6/ CTp. 6 13 6

testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian Economic
Union is established».

3aK/04YeHne 0 cooTBeTcTBHH: «HacTosImuM s MoATBEPKAAI0, YTO MPUBEICHHAS BB HHOOPMAIHS ABJIIETCS
JIOCTOBEPHOH M TOYHOM. DTa ceprsi MPOAYKUHH MPOHM3Be[cHa (BKIIFOYas YIAaKOBKY (MapKMpOBKY) M KOHTpOJb
KayecTBa) Ha BBIIIEYKa3aHHOW TNPOM3BOACTBEHHOW IUIomanke (MIOLanKax) B IIOJHOM COOTBETCTBHH C
tpeboBanusMu [TpaBun Hajuexanield MPOU3BOACTBEHHON NPAaKTHKH EBpasuiickoro 5KOHOMHYECKOTo coro3a (Ne
GMP/EAEU/RU/00554-2022 or 02 centsdps 2022) u TpeOOBaHMAMH KOHTPOJ KauyecTBa JIEKAPCTBEHHBIX
CPENICTB, a TAKXKe B COOTBETCTBHHU CO CIEIU(DUKAIMIMY, CONEPHKAMIMMHUC B PETHCTPAIIHOHHOM JOChE CTPaHbBI-
UMIIOpTepa. 3aluCH [0 IMPOH3BOJACTBY, YIAKOBKE M aHAJIN3y IIPOBEPEHBI, H YCTAHOBJIEHO HX COOTBETCTBHE
tpeboBanusM [IpaBun Haamexarel Ipou3BOACTBEHHON NPAaKTUKK EBpa3HiCKOro SKOHOMUYECKOTO COIO3a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Ipoaykt coorBeTcTBYeT TpeboBanuam HJI 3axmouenne: OJJOEPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Tonrorosneno: Santosh Kuma Iposepeno: Pardeep Kumar Ono6peno: Menemxkep / PyIFOBOD,LiﬁeJIb
Maurya ( _..-L( Q(_._.—— Manoj Kumar i@‘i—
Reprint Date / Reprint Date / Reprint Date /

Jara: 24.08.2024 Hara: 24.08.2024 Hara: 24.08.2024

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: maii@drreddys.com
CIN: L85195AP1584PLCO04597
www.direddys.com



