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

CEPTUPHUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoayxr: Hait3® Axtusrens (HUMECY/HA) Tenb [Js HApY>KHOro NpuMeHeHus, 1 %, 50 ¢

Market / Poitok : Russia / Poccus
Batch No. / V240269 Batch Quantity / . 23318 units /
Cepust N Pazmep cepum * 23318 eauHuL

Analytical Report No. /

1 040002508712

AHaJuTHYeCKHii oTueT Ne

Date of Analysis /
Jlara ananausa

Am N4 ANNA
MRV IRV L JAVYA §

Date of Manufacture /

: 04/2024

JarTa npounsBoacrea

Date of Expiry /
T'onen go

: 03/2026

Mfg. License No. /
IIpousBoacTBeHHast : MNB/05/263
JuueHsus Ne

MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)

Analysis performed according ND / Auajyiu3 nposeaes no HJI: JITI-Ne(001336)-(PT-RU)-251022

Page 1 of 6/ Crp. 1136

No/ . .

No Test / IlokazaTesn Result / PesyasTart Specification / Hopma

1. Description / Onucanue Homogeneous, transparent, pale- Homogeneous, transparent, colorless to
yellow gel with characteristic odor | pale-yellow gel with characteristic odor /
/ OnHOPOIHBIA NPO3PaYHbIH renb OnHOpOOHBIA MpO3payHbId  rejib  OT
6JIeIHO-JKEJITOrO LIBETA C SecupeTHOro A0 GNeHO-KENTOro UBeTa
XapaKTepHBIM 3aIaxoM C XapaKTepHBIM 3aI1aXOM

2. Identification / Unentudukanns

a)y HPLC / BOXX Complies

CootBeTcTBYET TpeOOBaHUIM

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 ynep>kuBaHHs
OCHOBHOI'O MNHKa Ha XpoMarorpamme
HCIIBITYEMOTO ~ pacTBopa  JIOJDKHO

COOTBETCTBOBATh BPEMEHH
yAepKUBaHUsS OCHOBHOTO IHMKA Ha
XpOMaTOrpaMme pacTBopa
CTaHJapTHOro obpasua HUMeCYIHOa
(paznen «KonmuuecTBeHHOE
OMpeJIeICHHEN)

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

Ipumeyanue: Iponykt cooTBercTByeT Tpebosanuam HJI 3akiawouyenne: OJOBPEHO

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

Ioxrotorneno: Ranjeet, ITpoeepeno: Santosh Kumar Opnobpeno: Menemuep)// PykorgauTens

@/’/ Maurya 7 Abhishek Chauhan
. o S
Reprint Date / Reprint Date / Reprint Date /
Jara: 27.04.2024 Hara: 27.04.2024 Jara: 27.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, indiza
Tef: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drraddys.com
CIN: L85195AP1984PLC004507

wwwr.drreddys.com




Dr.Reddy’s ":‘

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, INDiA
Tel : +91 98166 56001-02
www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr: Haii3® Aktusrens (HUMecyIua) relib 1N HApYKHOTo NpumeHenus, 1 %, 50 r

Market / PuIHoK : Russia / Poccus
Batch No. / . V240269 Batch Quantity / . 23318 units /
Cepusi Ne ) Pa3smep cepun * 23318 eauHun
Analytical Report Na. / — Date of Analvsis / am ot SRR L

. ¢ 040002508712 ¥ 27.04.2024
AHajMTHYeCcKHil oT4eT No JlaTa aHanu3a
Date of Manufacture / . 04/2024 Date of Expiry / . 03/2026
Hdara npoussoacrsa TI'onen oo
Mfg. License No. /
IIpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT™-RU)
nuueH3ns Ne

Analysis performed according ND / Auanu3s nposeaen mo HJI: JIII-Ne(001336)-(PI'-RU)-251022

Page2 of 6/ Ctp. 213 6

b) UV spectrophotometry / Y-
cnekTpodoTo METpH

Complies as prescribed
CootBeTcTBYeT TpeOOBaHUAM

/

UV absorption spectrum of the test
solution  should have absorption
maximum at 397+5nm / Y®-cnekrp
TMOIJIOIEHHsT HCIBITYEMOTO  PacTBOpa
JIOJDKEH MUMETh MaKCHMYM TOTJIOICHHUS
nipu 397+5 HM

3. | Weight of package contents / Slg/Slr According to Rus. Ph. / B coorBetcTBUH
Macca cogepRUMoOro ¢ TpeboBanusimu ['® PO
YHAKOBKH

4. | pH 321 25t04.5/012,5104,5

5. | Viscosity / BazkocTh

971.6 centipoise /
971.6 caHTumyas

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

6. | Impurities / Ilpumecn

i. | Impurity C/
IMpumecs C

Impurity D /
ITpumecs D

il.

iii. | Any other impurity /

Jlrobas mpyras npumech

Not detected / He oOHapyxcHa

Not detected / He 0OHapyxeHa

Below BDL / Huxe nopora perucTpaiun

Not more than 0.50 % /
He 6o0mee 0,50 %

Not more than 0.50 % /
He 6onee 0,50 %

Not more than 0.50 % /
He 6onee 0,50 %

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr coorseTcTBYeT Tpeboranusm HJL

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Exgcutive /.
[MoaroTosnexo: Ranjeet Iporepeno: Santosh Kumar Onobpeno: Menemxep / ? OBOJJHTENB
7 Maurya ‘ Abhishek Chauhan

Yol > & (L.
Reprint Date / Reprint Date / Reprint Date / e o /
Hara: 27.04.2024 Hara: 27.04.2024 Jara: 27.04.2024

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@drraddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

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

Vill. Khoi, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUPUKAT AHAJIM3A

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Iponykr: Haiiz® AkrHBresib (HUIMECYJIHA) Iellb JUIS HAPYXKHOro MpuMeHeHus, 1 %, 50 r

Market / PoiHok : Russia / Poccust
Batch No. / " Batch Quantity / . 23318 units /
Cepust Ne ; V240269 Pasmep cepun * 23318 egunuL
Analytical Report No. / e e Date of Analysis / RANEY AR

- - + V40UU25U8 /12 = 21.U%.2UL%
AHanuTHyeckuii oTyeT No JaTa aHanusa
Date of Manufacture / . 04/2024 Date of Expiry / . 03/2026
JlaTa npousBoacTea T'open no
Mfg. License No. /
IIpouspoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PI-RU)
JIHUEH3us Ne

Analysis performed according ND / Ananns nposenen no HJI: JIII-Ne(001336)-(PT™-RU)-251022

Page3 of 6/ Crp. 313 6
iv. | Total impurities / 0.0188% Not more than 1.50 % /
Cymma npumecei He 6onee 1,50 %
7. | Microbial purity* / Mukpo6uonorn4yeckasi yucrora*
i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
Obu1ee 4ncno adpoOHBIX MHKPO- He 6onee 100 KOE/r
OpraHU3MOB
ii. | Total Combined Yeast and NA Not  more  than 10 CFU/g
mould count / Obiiee uucio He 6onee 10 KOE/r
JPOMCOKEBBIX U MIECHEBBIX
rpuboB
ili. | Pseudomonas aeruginosa NA Should absentin 1 g/
OtcyrctBUe B I
iv. | Staphylococcus aureus NA Should absent in 1 g/
OrcytcrBue B 1 r
8. | Assay/KoanyecrBeHHOe olpeae/ieHHe
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Ipoaykt cooteercTBYeT TpeboraHusM HJL 3axarouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[MoarorosneHo: Ranjeet

i

IIpoeepeno: Santosh Kumar
Maurya

-

Onobpeno: Menemxep// Pykooaurens
Abhishek Chauhan / -
{

Reprint Date /
Hata: 27.04.2024

Reprint Date /
Jara: 27.04.2024

Reprint Date /
Jara: 27.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":‘.

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, IND!A

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

CEPTUPUKAT AHAJIU3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykt: Haii3® AKTHBrens (HUMECYNIHA) TeNlb AN HAPYKHOro npuMerenus, 1 %, 50 r

Market / Poinok : Russia / Poccus
Batch No. / . V240269 Batch Quantity / . 23318 units /
Cepust Ne ) Pasmep cepun * 23318 eaunmuiy
Analytical Report No_/ Date of Analysis / == . .

v . : 040002508712 y 1 27.04.2024
AHanuTHYecKuii oTyeT No JlaTa anayu3za
Date of Manufacture / . 04/2024 Date of Expiry / . 03/2026
JaTa npouzBoacTBa I'onen no
Mfg. License No. /
IIpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
NUueH3us Ne

Analysis performed according ND / Anasin3 nposesen no H: JITT-Ne(001336)-(PT-RU)-251022

Paged4of 6/ Ctp. 41u3 6

Nimesulide /
Humecynnn

9.91 mg/9.91 mr 9.0 mg to 11.0 mg of C13H12N2OsS
(99.1 %) (nimesulide) (90.0% to 110.0% of label

claim)in 1 g of gel /

Ot 9,0 mr 10 11,0 Mr Ci3H12N205S

(uumecymnn) (ot 90,0 % 10 110,0 % ot

HOMHHAJIBLHOIC coliep>kanus) B 1 r rens

9. |Dimethyl sulfoxide /
JumetuicyabporcH

99.6 % 90% to 110% of C2HeOS (dimethyl
sulfoxide) of label claim /

OT1 90 % no 110 % C:HsOS
(numeTuicyTbGOKCHT) OT
HOMMHANBHOTO COJIeP>KaHHUA

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
NaMUHHPOBAHHOTO AFOMMHHs, CHab)keHHYI0 MeMOpaHOH 1Jis KOHTpOJis
nepBoro BekpbiTHA. Kaxayto TyOy BMeCTe ¢ MHCTPYKLIHEH M0 MEIULIMHCKOMY
HNPUMEHEHHIO MOMELLAIOT 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.

*Tloka3aTe/b MOXkKeT OTCYTCTBOBATH B cepTUHKATe aHAH3a npou3soauTensd. Ilpoussoaurenn
rapaHTHpPYeT Ka4eCTBO NPenapara o 3THM MOKa3aTeJ M. ‘

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Iponykr cooTseTcTBYET TpeboBanusm HJL 3akjIloueHHe: OI[OBPEI-H)
Prepared by / Checked by / Approved by: Manager/Exécutive /
IMoxarorosnexo: Ranjeet IMpoeepeHo: Santosh Kumar OnobpeHo: Menemxep //PykoBoauteis

(\_ Maurya ¢ Abhishek Chauhan S

b =

Reprint Date / Reprint Date / Reprint Date /
Jara: 27.04.2024 Jara: 27.04.2024 Hara: 27.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1934PLCO04507
www.drreddys.com




Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS

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

Vill. Khof, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDiA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHOPUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Npoaykr: Haiis® Axtuerens (HuMecymi) rens A1 Hapyxuoro npuvenenns, 1 %, 50 r

Market / Pp1HOK : Russia / Poccus

Batch No. / . Batch Quantity / . 23318 units /

Cepusi Ne % V240269 Pa3mep cepun " 23318 eguHuL
Analytical Report No. / . 040002508712 Date of Analysis / . 27.042004
AHajuTu4eckuii oTyer Ne ' Jarta anannsa

Date of Manufacture / . 04/2024 Date of Expiry / . 03/2026

JlaTa npou3BoacTBa I'open no

Mifg. License No. /

IIpoussoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JHLEeH3UA Ne

Analysis performed according ND / Ananu3 nposenen no HJL: JITI-Ne(001336)-(PI"-RU)-251022

Page 50f 6/ Ctp. 5u3 6

API name (INN) / HanmenoBanue A®C

Nimesulide / Humecynun

(MHH):

API manufacturer batch number / NMS/13090881
Howmep cepuu npouzsoautens APC:

FP Manufacturer API Batch number /

Homep cepnu cyocTaHIHU FERA00082
npoussopures I'JIPD:

API Manufactured by & country / Aarti Drugs Ltd., India /
IIpoussoaurtens A®C, ctpaHa: Aaprtu [lparc JIta., Uagus

Release site /

HanmenoBanue, axpec 1 HOMep
JIHUCH3MH NIOIANKH,
ocymiecTBIAOIIEH
HPOH3BOACTBO/KOHTPOJIb
kavecTsa/Beimyck LJID /

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) /
I-p Pepau’c Jlabopartopuc Jltn., Unaus,
IpouszBoacTeeHHoe mogpasaenenue-6, Bunnamk Kxons,
Hanarapx Poyn, bagnu, Conan J{uctpukr, X.I1. 173205,
Wumgus (JIuuenzus 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 testing records are verified and their
compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

Remarks : The Product

conforms to ND/

IIpumevanne: [Ipoaykr cooreTcTBYET TpeboBanusM HJL

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Bxecutive /

IToarororneHo: Ranjeet IIposepeno: Santosh Kumar Ono6peHo: Menemxkep (/PykoBoauTens
Maurya Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Hata: 27.04.2024 Hara: 27.04.2024 Hara: 27.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




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

$e
Dr. Reddy,s ‘o.. Vill. Khol, Nalagarh Road, Baddi,
) Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOHUKAT AHAJIN3A ' o

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr: Haiis® AkTHBrenb (HUIMECYIMA) relib A HAPYXKHOTO npuMeHeHus, 1 %, 50 r
Market / Poinok : Russia / Poccus
Batch No. / : Batch Quantity / . 23318 units /
Cepus Ne § V24026 Pasmep cepun © 23318 egunun
Analytical Report No. / o Date of Analysis / SENAYE AR

. : 040002508712 = 27.04.2024
AHanuTHyecknii oTyer No JlaTa aHanu3a
Date of Manufacture / . 04/2024 Date of Expiry / . 03/2026
JaTa nponsBoacTBa T'onen no
Mfg. License No. /
IIpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)~(PT™-RU)
Juuen3us Ne
Analysis performed according ND / Ananus nposeaen mo HJI: JIII-Ne(001336)-(PI'-RU)-251022

Page 6 of 6 / CTp. 6 13 6

3aKa04eHHe 0 CO0TBEeTCTBHH: «HacToAIuM s MOATBEPXKIAL0, YTO NPUBEICHHAS BB HHPOPMALHSL ABILICTCS
JOCTOBEPHOH M TOYHOM. DTa cepHs MPOAYKUMA [POU3BEACHa (BKIIOYAs YIAKOBKY (MApKMPOBKY) H KOHTDOIb
KayecTBa) HAa BBINIEYKA3aHHOM MPOM3BOACTBEHHOM IUIOManKe (IUIOIIAAKAaX) B TOJHOM COOTBETCTBHH C
TpeboBaruaME [IpaBril HaIexKale# TPOU3BOICTBEHHOM MPAKTHKK EBpa3miickoro 3koHOMHUYECKOTO coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceutabpa 2022) u TpeOOBaHHAMH KOHTPONS KauyeCTBa JICKAPCTBEHHBIX
CPEJICTB, a TAK)KEe B COOTBETCTBUH CO CIIENU(DHKAIMIMH, COAEPKAMUMHUCA B PETHCTPALHIOHHOM JIOChE CTPaHBI-
HUMITOpTepa. 3alMCH IO MPOM3BOJACTBY, YIAKOBKE H aHAIN3Y IIPOBEPEHBI, W YCTAHOBJICHO HX COOTBETCTBUE

TpeboBanuamM [IpaBuit HauTeKaIei TPOU3BOACTBEHHOM NPaKTUKK EBpasuiiCKOro 3KOHOMHYECKOTO COF03ay.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: IIponykt cooTseTcTBYET TpeboBanusam HJI 3akarouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INonroroeneHo: Ranjeet [IpoBepeno: Santosh Kumar Ono6peso: Menemxkep / PykoBojHTelb
Maurya Abhishek Chauhan

(D | or ),
Reprint Date / Reprint Date / Reprint Date /
Hata: 27.04.2024 Hata: 27.04.2024 Jlata: 27.04.2024

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, india
Tei. +91 40 4900 2900, Fax: +91 4C 4300 2999, Email: maii@drraddys.com
CIN: L85195AP1984PLC0O04507
wwvrdrrecdys.com




