Dr.Reddy’s Q':‘.

CERTIFICATE OF ANALYSIS

CEPTUD®HUKAT AHAJIU3A

Dr. Reddy's Laboratories |td.
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
IMponykT: Haiiz® Akrusrens (HnMecyam) reib Ui HapyxKHoro npumenennd, 1%, 50

Market / Puitok : Russia / Poccus

Batch No. / . V240615 Batch Quantity / . 23529 units /

Cepus Ne ) Pa3zmep cepun 23529 eguHuL
741 / e/

Analytical Repo:*t No. © 040002630060 Date of Analysis ! . 24.08.2024

AHanuTHyeCkuii oTueT No JaTta ananusa

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

Jarta npou3zBoacTBa Toaen no

Mfg. License No. /

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

JIHLEeH3Hs N2

Analysis performed according ND / Ananu3 npoeaen mo HJI: JITI-Ne(001336)-(PT-RU)-251022

No /

Test / Ilokazarean
Ne

Pagelof 6/ Crp. 1 n3 6

Result / PesyabTat

Specification / Hopma

1. Description / Onncanue

Homogeneous, transparent, pale-
yellow gel with characteristic odor /
OpHOponHBINM MpO3payHbIl  renb
OJIeIHO-KEJITOrO LBeTa c
XapaKTepHBIM 3arlaxoM

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor /
OpHOpoAHBIA MNpO3paqHbIi  TeNb  OT
6eclBETHOrO A0 OJIEHO-KENTOTrO [[BETA
C XapaKTepHBIM 3a11axoM

2. Identification / UnpenTndpuxanus

a) HPLC / BOXKX

Complies as prescribed /
CooTBeTCcTBYET 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) / Bpemsa ygepuBaHus
OCHOBHOIO TNHMKa Ha XpOMAaTOrpaMmme

HUCTIBITYEMOrO  pacTBOpa JIOTDKHO
COOTBETCTBOBATH BpeMEHH
yIep>KUBaHUsS OCHOBHOIO IHMKa Ha
XpoMaTorpamme pacTBopa
cTaHgapTHoro obpasia HuMecylIHja
(paznmen «KonuuecTBeHHOE
omnpeneneHHe»)

Remarks : The Product conforms to ND/

Ipumeuanue: [Ipoaykr coorercTByeT Tpebosanusam HJI

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by /
IMToarorosneno: Santosh Kumar

Maurya %

Checked by /
Iporepeno: Pardeep Kumar

={—

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykosoauTgib
Manoj Kumar ) 3 ﬁ

N :njzfﬁt’*‘-

Reprint Date /
Jata; 24.08,2024

Reprint Date /
Uata: 24.08.2024

Reprint Date /
Jlara; ?4.0R 2074

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5060034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIM: L85195AP1584PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJIM3A

Dr. Reddy's Laboratories 1td.
Formulaticn Unit-6

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

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Hpoaykr: Haiiz® AkTHBreab (HUIMECYNH) refib 1JIsl HAPY)KHOIo NpuMeHeHus, 1 %, 50 r

Market / Puliok : Russia / Poccust

Batch No. / . V240615 Batch Quantity / . 23529 units /

Cepnsa Ne ) Pazmep cepun " 23529 eauHuIr
0 / i /

Analytical Repovrt No. ! . 040002630060 Date of Analysis / . 24.08.2024

AHajquTHyeckuii oTyet No Jarta ananusa

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

Jata npou3BoaCTBa T'onen no

Mfg. License No. /

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

JuueH3us Ne

Analysis performed according ND / Ananu3 nposener no HJ: JIII-Ne(001336)-(PI'-RU)-251022

Page2 of 6/ C1p. 213 6

b) UV spectrophotometry / Y-

CMEeKTPodOTO METpHS

Complies as prescribed
CooTBeTCTBYET TpeOOBaHHIAM

/

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / Y®-cnektp
NOTJIONIEHHsT HCTIBITYEMOTO  pacTBOpa
JOJDKEH HMETh MaKCUMYM MOTJIOLICHHUS
npu 397+5 HM

3. | Weight of package contents / 51g/S5lr According to Rus. Ph. / B cooTBeTcTBUH
Macca conep:kuMOro ¢ TpebSopanusmu I'® PO
YHAKOBKH

4. | pH 3.25 2.5t04.5/012,5004,5

5. | Viscosity / BaskocTb 965.4 centipoise / 400 to 1,200 centipoise /

965.4 canTtumnyas Ot 400 no 1200 canTunyas
6. | Impurities / Ilpumecn
i. | Impurity C/ Not detected / He 06HapyeHa Not more than 0.50 % /
ITpumecs C He 6onee 0,50 %

ii. | Impurity D/ Not detected / ne 0OHapyskeHna Not more than 0.50 % /
Ipumecs D He 6onee 0,50 %

iii. | Any other impurity / Below LOQ (LOQ = 0.03 %) / Hinxe Not more than 0.50 % /

Jliobas gpyras npumech

npenena KOIMIeCTBEHHOrO ONPEAEIICHHUS
(TTIKO = 0.03 %)

He 60mee 0,50 %

Remarks : The Product conforms to ND/
IIpameuanue: [Ipoxykt cooTBeTcTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneno: Santosh Kumar [Ipoeepeno: Pardeep Kumar Ono6peno: Menemkep / Pyxosam:@enb
Maurya _ Manoj Kumar fI!:Yh ot
Reprint Date / Reprint Date / Reprint Date /

Jata: 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 4300 2999, Email: maii@drreddys.com

CIN: L85195AP1584PLCO04507
www.drreddys.com




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUDPUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Npoaykr: Hait3® Axrusrens (HUMecynua) rejib AJisi HAPY»KHOro npumeHenus, 1 %, 50 r

Market / Poinok : Russia / Poccus

Batch No. / . V240615 Batch Quantity / . 23529 units /

Cepusa Ne ) Pasmep cepuu 23529 eauHun
-4 7 Qig

Analytical Repourt No. / . 040002630060 Date of Analysis / . 24.08.2024

AHanNTHYECKH oTyeT Ne Jata ananusa

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

JlaTa npousBoacTBa Topeu no

Mfg. License No. /

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

JuueH3us Ne

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

Page3 of 6/ Crp.3u3 6

iv. | Total impurities / Below LOQ / Huxe npenena Not more than 1.50 % /
CyMMa HpHMeceﬁ KOJIMYECTBCHHOI'O ONTPEACIICHUS He 60Hee 1,50 %

7. | Microbial purity* / Mukpo6unoJsiornueckas yucrora*

1. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
Obmee yrciI0 a3poOHBIX MUKPO- He 6onee 100 KOE/r
OpraHU3MOB

ii. | Total Combined Yeast and NA Not more  than 10 CFU/g
mould count / Ob1ee yucio He 6onee 10 KOE/r
JPONCKEBBIX H TUIECHEBBIX
rpubor

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

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

8. | Assay/KoumuecTBeHHOE onpeJeicHHE

Remarks : The Product conforms to ND/
IIpameuanne: [Ipoxykr coorBercTByeT Tpebosanuam HJI

Conclusion : APPROVED /
3axuouenne: OJOBPEHO

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

[Toaroroeneno: Santosh Kumar Iporepeno: Pardeep Kumar Onobpeno: Menemkep / PykoBoanTenb

Maurya @ Manoj Kumar ) (1
=+ hordiicl

Reprint Date / Reprint Date / Reprint Date /

Jara: 24.08.2024 Hara: 24.08.2024 Juru, 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 4300 2999, Email: maii@drreddys.com

CIM: L85195AP1584PLCO04507
www.drreddys.com




Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS

CEPTUO®HUKAT AHAJIM3A

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
Iponykr: Haiis® Aktuerens (HUMecyaua) refb U HAPYKHOTO NnpuMeHenHs, 1 %, 50 r

Market / Poltok : Russia / Poccus

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

Cepus Ne i V20D Pasmep cepuu 23529 epuHHUL
-4 1 . 7

Analytical Repo“rt No. / . 040002630060 Date of Analysis / . 24.08.2024

AHannTnuecKHi oTyeT Ne JlaTa ananusa

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

JlaTa npousBoAcTBa T'ogen no

Mfg. License No. /

[IpousBoacreeHHast : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)

JuueH3us Ne

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

Paged4 of 6/ Ctp. 4u3 6

Nimesulide /
Humecynun

9.88 mg/9.88 mr
(98.8 %)

9.0 mg to 11.0 mg of C13H12N20sS
(nimesulide) (90.0% to 110.0% of label
claim) in 1 g of gel /

Ot 9,0 mr mo 11,0 mr Ci3H12N205S
(aumecyanm) (ot 90,0 % 0o 110,0 % ot
HOMHUHAJILHOTO Cofiepykanus) B 1 r rens

9. | Dimethyl sulfoxide /
JAumerniicy1bporcHa

100.0 %

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

Ot 90 % no 110 % C;HsOS
(auMeTHNCYITBQOKCHT) OT
HOMHHAJIEHOT'O COAEPIKaHHUA

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. / Ilo 50 r B TyGy M3
JIAMUHHPOBAHHOIO AaJIOMHMHHS, CHabXXCHHYI0 MeMOpaHOH Ui KOHTPOJIA
nepBoro BCKpbiTHsA. Kaxxayto Ty0y BMeCTe ¢ MHCTPYKLHEH N0 MEAHLIMHCKOMY
NPUMEHEHHUIO MOMEINAIOT B M1a4Ky 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.

*[TokazaTeab MOKET OTCYTCTBOBATH B cepTHHKATE aHAIH3a npon3BoaAuTes. llpoussoguren
rapaHTHpyeT KayecTBO Npenapara mo 3THM N0oKa3aTe M.

Remarks : The Product conforms to ND/
Ipumeuanne: [Ipoaykr cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axkmwouenue: OTOBPEHO

Prepared by /

IToarorosneHo: Santosh Kum%/
/J’_F

Maurya

Checked by /
ITpoeepeno: Pardeep Kumar

-

Approved by: Manager/Executive /
Ono6peno: Menemkep / PyKoBonHTENb

Manoj Kumar bﬁu—
r iy

Reprint Date /
Jara: 24.08.2024

Reprint Date /
Jara: 24.08.2024

Reprint Date /
Mara: 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.cam

CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A

Dr. Reddy's Laboratories |{td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd;,
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

Mpoaykr: Hait3® AkTHBresb (HiUMecyia) reb A HapyKHoTo npimeseHns, 1 %, 50 r

Market / Pr1Hok : Russia / Poccus

Batch No. / . V240615 Batch Quantity / . 23529 units /

Cepus Ne ) Pasmep cepun " 23529 enuHui
1 / is /

Analytical Repourt No. ! . 040002630060 Date of Analysis ! . 24.08.2024

AHanuTHyeckHii oTyer Ne JlaTa ananusa

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

JlaTa npon3BoACTBa T'oaen oo

Mfg. License No. /

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

JinleH3ns Ne

Analysis performed according ND / AHanu3 npoBeJeH no

H: JIIT-Ne(001336)-(PI'-RU)-251022

PageSof6/Crp. 513 6

API name (INN) / HaumenoBanue A®C
(MHH):

Nimesulide / Humecynun

API manufacturer batch number /

npouspoautens I'JID:

Howmep cepun npouspogurens APC: RO
FP Manufacturer API Batch number /
Howmep cepuu cyOcTanIun FERA00365

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

Aarti Drugs Ltd., India /
Aaptu Hparc JIta., Uanua

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

HaumeHnoBanue, aipec H HOMep
JHIEH3UH IUTOMAAKH,
ocyuiecTBAsAIOMEH
HMPOU3BOACTBO/KOHTPOJIb
kayectBa/Boinyck I'JI® /

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan (HP) 173205, India (License No MNB/05/263) /
I-p Pennw’c Jlaboparopuc JIta., Unaus,
IIpoussoacTReHHOE NoApa3aencHue-6, Bumiamk Kxoos,
Hanarapx Poyn, bagmu, Conan Juctpukrt, X.I1. 173205,
Wupua (Jluuensus 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

Remarks : The Product conforms to ND/

IIpameuanne: IIponykT cooTBeTcTBYET TpeboBanuamM HJL

Conclusion : APPROVED /
3aknwuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarororneno: Santosh Kumar ITpoeepeno: Pardeep Kumar Onobpeno: Menemxep / Pykosoauyeib
Maurya @ Manoj Kumar ﬁ

i ot — : %\;i_&
Reprint Date / Reprint Date / Reprint Date /
Jara: 24.08.2024 Jara: 24.08.2024 Jarta: 24.08.2024

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

Tel: +91 40 4900 2900, Fax

1+91 40 4900 2999, Email: maii@drredays.com

CIN: L85195AP1584PLC0O4507

www.drreddys.com




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

Qe
’ ‘.. Vili. Khol, Nalagarh Road, Baddj
Dr' Red dy S s Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOUKAT AHAJIU3A
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoaykr: Haii3® AKTHBreNIb (HUMECYIINL) TeJtb JUlS HapyKRHOro npumenenns, 1 %, 50 r
Market / PolHok : Russia / Poccnus
Batch No. / . V240615 Batch Quantity / _ 23529 units /
Cepus Ne ) Pa3mep cepun " 23529 enuHuLL
-1 / ic /
Analytical RepOft No. / . 040002630060 Date of Analysis / . 24.08.2024
AHanuTuueckuii oTyer Ne JlaTa aHanu3a
Date of Manufacture / . 08/2024 Date of Expiry / . 07/2026
JlaTa npoM3BOACTBA T'ogen no
Mifg. License No. /
IIpou3BoacTBEeHHAs : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
JuueH3us Ne
Analysis performed according ND / Ananun3 nposeaeH mo HJ: JITI-Ne(001336)-(PI'-RU)-251022

Page 6 of 6/ CTp. 6 3 6

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

3aknrodyenue o coorsercrBud: «HacTosmum st moATBEpXK/Iar0, YTO MPHUBEACHHAS BB HHPOPMAIUs ABIIICTCS
JIOCTOBEPHOM M TOYHOM. DTa cepus MPOAYKIMH IpOU3BeAcHa (BKIIOYas YNakoBKY (MapKHpPOBKY) M KOHTPOIb
KayecTBa) Ha BHIIEYKA3aHHON IIPOM3BOJACTBEHHOH IUTOIManke (IUIOMIAfKaXx) B IOJHOM COOTBETCTBHH C
TpeboBanusaMu [lpaBui HamIexKaed IpOU3BOACTBEHHON NPaKTHKKA EBpa3suiickoro 3KOHOMHYECKOro coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsa6ps 2022) u TpeboBaHUAMH KOHTPOINSA KadeCTBA JIEKAPCTBEHHBIX
CpPEICTB, a TAKKe B COOTBETCTBHH CO CIEMU(UKAIUAMHU, COACPIKAIIUMHUCA B PETHCTPALIMOHHOM J0CHE CTPaHbI-
UMIIoOpTepa. 3alicH 10 IPOHW3BOACTBY, YHNAKOBKE M AaHAIM3y IIPOBEPEHBI, M YCTAHOBIEHO HMX COOTBETCTBHE
tpeboBanmsM 1paBun Hagnexamel MPoN3BOICTBEHHON IPAKTUKY EBpa3suiiCKOr0 SKOHOMHUYECKOTO COI03a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Ipogykrt coorBeTcTBYeT Tpebosanusam HJL 3akmwuenue: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
HoaroroeneHo: Santosh Kumar Iposepeno: Pardeep Kumar Ono6peHo: MeHemxkep / PykoBoajuTelib
Maurya ( @ = r_i, Manoj Kumar 3 "EM
Reprint Date / Reprint Date / Reprint Date /

Hata: 24.08.2024 Jata: 24.08.2024 Hata: 24.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 25900, Fax: +91 40 4300 2999, Email: maii@drredays.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



