Dr.Reddy’s ‘g’.

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ilpoaykr: Haita® AKTUBre/b (HUMECY L) refb I HAPYKHOTO npuMeHeHns, 1 %, 50 r

Market / Pb1Hok : Russia / Poccus

Batch No. / . V250187 Batch Quantity / . 23530.000units /

Cepusa Ne ) Pa3smep cepun © 23530.000 exunuL
Analytical Repourt No. / . 040002852140 Date of Analysis / . 15.03.2025
AHaJiuTHYeCKHii oTueT Ne Jarta avanuza

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

JlaTa npousBoacTBa T'open no

Mfg. License No. /

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

Analysis performed according ND / Ananus nposeged no H/I: JITI-Ne(001336)-(PI'-RU)-251022

Page 1 of 6/ Ctp. 13 6

yellow gel with characteristic odor /
OnHOpOAHBIH TpO3payHbBl  refb
ONneHO-XKENTOro
XapaKTepHBIM 3aMaxX0M

11BETa c

;{f / Test / Iloka3zaTesb Result / PesyabTar Specification / Hopma
1. Description / Onucanune Homogeneous, transparent, pale- | Homogeneous, transparent, colorless to

pale-yellow gel with characteristic odor /
OpHOpoAHBIH MpO3pauHBId  renb OT
HecuiBeTHOro 10 ONEIHO-KEATOro LUBeTa
C XapakTepHBIM 3aMaxoM

21 Identification / UnenTnukanus

a) HPLC / BOXX

Complies
CooTBeTcTBYET 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 ynep>kuBaHHA
OCHOBHOTO IMKa HAa XpoMaTOrpamme

HCIIBITYEMOTO  pacTBOpa JIOJDKHO
COOTBETCTBOBATh BpPEMEHH
yOep>KUBaHUsS OCHOBHOTO [HMKa Ha
XpoMaTorpamme pacTBopa
craHnaptHoro obpasua HHUMeCYIHaa
(paznen «KonnuectseHHoe
ornpeneIeHUE»)

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Ipameuanne: [Iponykr coorBercTByeT TpeboBanuam HJI

3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioaroroeneno: Pravesh Rana [Iposepeno: Pardeep Kumar OnobpeHo: Menemxep / PykoBonuresns
n Amit Kumar L
R = \_—:J. — /\//
Reprint Date / Reprint Date / Reprint Date / |
MHara: 15.03.2025 Jlara: 15.03.2025 Hara: 15.03.2025
Registered Office: 8-2-337, Read No. 3, Banjara Hills, Hyderabad - SC0034, Telangann, India

Tel: =91 40 4200 2900, Fax: +81 40

N0 2049, Email: mzili@drreddys.com

CIN: L85195AP1984PLLOG4S07
s direddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJINU3A

[Product ; Nise / Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoaykr: Haiiz® AxTBresnp (HHMECY1I) reNb MUl HAPYKHONO NpHMEHEHHU, 1 %, 50 T -

Market / Prinok : Russia / Poccua

Batch No. / . V250187 Batch Quantity / . 23530.000units /

Cepus Ne ) Pasmep cepuu " 23530.000 epunui
Analytical Repovrt No./ . 040002852140 Date of Analysis / . 15.03.2025
AHajuTuveckuii otyer Ne JlaTa ananusa

Date of Manufacture / . 03/2025 Date of Expiry/ . 02/2027

JlaTa npou3BOACTBA I'onen no

Mfg. License No. /

IIpousBoacreenHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
JHUeH3HA Ne

Analysis performed according ND / Ananus nposeaen no HJ: JIIT-Ne(001336)-(PI'-RU)-251022

Page2 of 6/ Ctp. 2 3 6

No /
Ne

Test / Illoka3zaTeanb

Result / PesyabTaTt Specification / Hopma

b) UV spectrophotometry / Y®- | Complies as prescribed /| UV absorption spectrum of the test
cnekTpodoTo MeTpus CoorsercTByeT TpeGOBaHMAM solution should have absorption

maximum at 397+5nm / Y®-cnektp
MOTJIOIIEHUsS  WCTIBITYEMOro  pacTBopa
JOJDKEH UMETh MaKCHMYM TOIJIOIEHUS
npu 397+5 um

3. | Weight of package contents / 51g/51r According to Rus. Ph. / B cooTBeTcTBHH
Macca cogep:kHMOro ¢ tpebosanusmu I'® PO
YHAaKOBKH

4. | pH 3.33 2.5t04.5/0t12,5104,5

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

965.4 canrtumnyas Ot 400 no 1200 canTunyas

6. | Impurities / IIpumecn

i. | Impurity C/ Not detected / He oOHapyxeHa Not more than 0.50 % /

[Ipumecs C He 6onee 0,50 %
ii. | Impurity D/ Not detected / He 0OHapyxeHa Not more than 0.50 % /
ITpumecs D He 6Gonee 0,50 %

Remarks : The Product conforms to ND/
ITpumeuanne: [Ipoaykt coorBeTcTBYeT TpeboBanusm HJI 3axmouenne: OJOBPEHO

Conclusion : APPROVED /

Prepared by /
IToarorosneHo: Pravesh Rana

Checked by / Approved by: Manager/Executive /
IIpoeepeHo: Pardeep Kumar Onobpeno: Menemxep / PykoBoaurens

Qf/:/, Amit Kumar /\ P ;

\

Tel: +22 40 £20(

Reprint Date / Reprint Date / Reprint Date /
Hara: 15.03.2025 Jara: 15.03.2025 Jara: 15.03.2025
Bopisterad Office: 8-2-327, Road ilo, 3, Banjara Hills, Hvdeiabad - 560034, Telangana, India

12900, Fax: +91 40 4900 2999, Cmail: mail@drreddys.com

Clid: L35195AP1984PLCO04507
vy drraddys.com




Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS

ol
I

Baddi,

CEPTUOUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr: Haiis® AxTuBrens (HUMECYINN) reflb i HAPYHKHOIO NPUMEHEHU, 1%,50r

Market / Prlnok : Russia / Poccus

Batch No. / e Batch Quantity / ~23530.000units /

Cepusi Ne ) Pa3mep cepun © 23530.000 enynun
Analytical RepO}‘t No./ . 040002852140 Date of Analysis / . 15.03.2025
AHaauTu4eckunii oruet Ne JlaTa anaausa

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

JlaTa npou3BoACTBa T'ogen g0

Mfg. License No. /

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

Analysis performed according ND / Ananu3s nposenen no HJI: JITI-Ne(001336)-(PI'-RU)-251022

Page3 of 6/ Ctp.3u3 6

CyMMma npumeceit

i.:) / Test / [lokazaTenn Result / PesyabTar Specification / Hopma
iii. | Any other impurity / 0.08% Not more than 0.50 % /

Jlrobas npyras npumech He 6onee 0,50 %
iv. | Total impurities / 0.1% Not more than 1.50 % /

He 6omnee 1,50 %

7. | Microbial purity* / MukpoOnosiorudeckasi 4HCTOTA™

OtcyrcTBHEe B 1 T

i. |Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
Ob11ee uncio aspoOHBIX MUKpPO- He 6osiee 100 KOE/r
OpraHU3MOB

ii. | Total Combined Yeast and NA Not more than 10 CFU/g  /
mould count / Ob1ee yncio He 6onee 10 KOE/r
JPOAOKEBBIX U TMIIECHEBBIX
rpuboB

iii. | Pseudomonas aeruginosa NA Should absentin 1 g/

OrcyrctBUe B 1 1
iv, | Staphylococcus aureus NA Should absentin 1 g/

8. | Assay / KonnuecTBeHHOe ONpeAencHHe

Remarks ;: The Product conforms to ND/

Hpumeuanne: IIponyxr coorsercTByeT Tpebosanuam HJI

Conclusion : APPROVED /
3axkmouenne: OJJOBPEHO

Prepared by /
IToarorosneHo: Pravesh Rana

Checked by /
IIposepeno: Pardeep Kumar

Approved by: Manager/Fxecutive /
Opnobpeno: Menemxep / Pykosoaurens

Amit Kumar A
[\/ _—

o
Reprint Date / Reprint Date / Reprint Date /
Jara: 15.03.2025 Jara: 15.03.2025 Jara: 15.03.2025
Reoisterad Office: 9-2-337, Road Mo. 2, Banjars Hiils, Hyderabad - 500034, Telangana, india
Tol: 497 40 4500 2900, Fax: +61 40 4200 2839, Emaii: maili@drreddvs.com

CIN: LS5105AP1SSAPLCO0A50Y
wepnwLdrreddys.com




Dr.Reddy’s “_‘:'.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

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

Vill, Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

LD QGTEE enN D
LTl DOA0U Subuitus

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr: Haii3® AkTuBrens (HUMECYIUNI) reflb JUIS HapyKHOro npumenends, 1 %, 50 r

Market / Polok : Russia / Poccus

Batch No. / . V250187 Batch Quantity / . 23530.000units /

Cepus Ne ) Pasmep cepun " 23530.000 exnHuLl
Analytical Rep03‘t No./ . 040002852140 Date of Analysis / . 15.03.2025
AHanuTnyecknii oruer Ne Jarta anasinza

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

JdaTa npou3BoacTBa T'open po

Mfg. License No. /

IIpou3BoacTBeHHAN : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
JHUeH3us1 No

Analysis performed according ND / Ananun3 nposeaed no HJ/I: JITI-Ne(001336)-(PI'-RU)-251022

Paged4 of 6/ Ctp. 413 6

No/

Test / IlokazaTenn
Ne

Result / PesyabraT

Specification / Hopma

Nimesulide /
Humecynun

9.96 mg/9.96 mr
(99.6 %)

9.0 mg to 11.0 mg of C13H12N20sS
(nimesulide) (90.0% to 110.0% of label

claim) in 1 gof gel /

Ot 9,0 MI" A0 11,0 Mt Ci3H12N2GOsS
(aumecynun) (ot 90,0 % 00 110,0 % ot
HOMUHAJILHOTO coaepkaHus) B 1 r rens

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

0190 % no 110 % C:HsOS
(aumeTHncynbGOKCHI) OT
HOMMHAJIBHOTO COAEPKAHHA

9. |Dimethyl sulfoxide / 99.3 %

JdumernacyabhokcHI

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 Ty6y u3
JIAMHHMPOBAHHOTO AIOMMHMS, CHaOXEHHYIO MeMOpaHOH i1 KOHTpO.s
nepBoro BekpbiTus. Kaxxayro TyOy BMecTe ¢ HHCTPYKLHEH 110 MEAULIMHCKOMY
NPUMEHEHHIO MOMELIAIOT B MaYKy KapTOHHYIO.

10. | Package / YnakoBka

*The parameter may not be included in the manufacturer's Certificate of Analysis. The
manufacturer guarantees the quality of the product for these parameters.

*IlokazaTeab MOXKeET OTCYTCTBOBATH B cepTHRUKATe aHAIN3a npou3soauTens. [Iponzsonurenn
rapaHTHPYeT Ka4ecTBO Npenapara 1o 3THM N0KA3aTeIAM.

Conclusion : APPROVED /
3axmouenne: OJJOGPEHO

Remarks : The Product conforms to ND/
Ipumeuanne: poaykr cooreTcTByeT TpeboaHusM HJI

Prepared hy / " Checked hy / Approved hy: Manager/Fxecntive /
IToarororneHo: Pravesh Rana IMpoeepeno: Pardeep Kumar OnobpeHo: Menemkep / PykoBonurens

/ Amit Kumar l\/“l//

I

Reprint Date /
Hara: 15.03.2025

Reprint Date /
Jara: 15.03.2025

Reprint Date /
Jara: 15.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +971 40 4900 2900, Fax: +91 40 4900 29989, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr.Reddy’s ‘_’.‘

Or Reddv's Laboratories Lid

Formulation Unit-0

Vil Khol, vy Road, Baddi,
Diset Solan, HLEL 172 205, INDIA
CERTIFICATE OF ANALYSIS L1 9R166 SE6G01-02
CEPTHP®UKAT AHAJIU3A . drreddys.com
Product : NE;:_Ac@el (_nimesulide) gel for external use, 1 %, 50 g R
Ipoaykr: Haiiz® AxTusresb (HUMECYJIHA) reib AT HAPYXKHOTO MpuMeHenus, 1 %, 50 T
Market / PnIHok ¢ Russia / Poccus
Batch No. / . V250187 Batch Quantity / . 23530.000units /
Cepus Ne ) Pasmep cepuu © 23530.000 equHuL
Analytical Repovrt No. / . 040002852140 Date of Analysis / . 15.03.2025
AHaJaurnyeckuii oruer Ne JlaTa aHau3a
Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027
JlaTa nponsBoacTBa TI'ogen mo
Mfg. License No. /
ITpousepoacTBeHHas! : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
Juuensus Ne

Analysis performed according ND / Auanu3 nposeaen no HJI: JITT-Ne(001336)-(PT-RU)-251022

PageSof 6/Ctp. 5u3 6

API name (INN) / Haumenosanue AD®C
(MHH):

Nimesulide / Humecynua

API manufacturer batch number /
Howmep cepun nponspogutens ADC:

NMS/14120876

FP Manufacturer API Batch number /
Howmep cepun cyGcTaHIHA
npoussoaurtens I'JI®:

FERAO00751

API Manufactured by & country /
Mpounssoantens A®C, crpaHa:

Aarti Drugs Ltd., India /
Aaptu lparc JIta., Unaus

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

Haumenosanue, afipec 1 HOMep
JIMHEH3HH TJIOIAAKH,
oCylIeCTBIAIOLIEH
MPOU3BOACTBO/KOHTPOJIb
KauecTtBa/Boinyck I'JI® /

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan (HP) 173205, India (License No MNB/05/263) /
H-p Pennn’c Jlaboparopuc JIta., Uuaus,
INpouzBoncTBeHHOE noapasneieHue-6, Bunnamx Kxos,
Hanarapx Poyn, Bagnu, Conan Juctpuxr, X.I1. 173205,
Hunus (JTunensus 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

Remarks : The Product conforms to ND/
IIpumeuanue: [Iponykt coorercTBYeT TpeboBanusam HJT

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

[
—F

Prepared by / 74 Checked by /
TlonrorosneHo: Pravesh Rana /

Ipoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBonutens

Amit Kumar f\/-\//

Reprint Date /
Jlata: 15.03.2025

Reprint Date /
Hara: 15.03.2025

Reprint Date / \
Hara: 15.03.2025

Saaictmrad O fjen- .70
Regismrau Oftice; &-4-3

2237, Road Mo, 3, Banjara Hills, tivderabad - 500034, Telangana, Incia

Tel- £Q71 A0 2800 2800, o +91 40 4800 2999, Email: mait@drieddys.com




Dr. Reddy's Laboratories Ltd.

[ 13
’ °® Formulaticn Unit-6
Dr. Reddy S ". Vill. Khot, Maiasarh Road, Baddi,
Distt. Solan, H.P, 173 205, iNDIA
CERTIFICATE OF ANALYSIS Tai - 437 98166 SEG01-0
CEPTUPHKAT AHAJIW3A www.drraddys.com

-

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

Mpoaykt: Haii3® AxtuBrens (HHMECYNHI) refb 11 HAPYXHOIO mpumenernd, 1 %. 50 r - i
Market / Polnok : Russia / Pocens

Batch No. / . V250187 Batch Quantity / . 23530.000units /

Cepust Ne ) Paszmep cepun © 23530.000 equnny
Analytical Repovrt No./ . 040002852140 Date of Analysis / . 15.03.2025
AHanuTHYeCKMii oTueT Ne HJaTa ananu3a

Date of Manufacture / . 03/2025 Date of Expiry / . 022027

JaTa npou3BoacTBa Toaen no

Mfg. License No. /

IlpouzBoacrBeHHas : MNNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JeH3ns Ne

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

Page 6 of 6/ Ctp. 6 13 6

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».

3aKk/04eHHe 0 COOTBETCTBHM: «HacTOAIIMM 5 IIOATBEPXK/IAL0, YTO IIPUBE/ICHHAs BBl MHPOPMALMS SBIISIETCA
JOCTOREPHON M TOYHOW. DTa cepust MPOAYKIIMH NPOU3BeNCHa (BKIIOYAs yNaKOBKY (MapKHPOBKY) W KOHTPOJIb
Ka4yecTBa) Ha BEHINIEYKAa3aHHOW IIPOM3BOJCTBEHHON IUTOIIAAKE (IIOMIa[Kax) B IOJHOM COOTBETCTBHU C
TpeGoBanMsaMH [IpaBuil HajUTexkalnel IPOU3BOACTBEHHOM MPakTHKH EBpa3suiickoro 5SKOHOMUYECKOTo corosa (No
GMP/EAEU/RU/00554-2022 ot 02 centsiOps 2022) u TpeOOBaHHAMH KOHTpOJS KadeCTBa JIEKAPCTBEHHBIX
CpPENCTB, @ TAKXKE B COOTBETCTBHH CO CleNU(HUKALIUAMH, COAEPKAIMMHUCS B PETHCTPAIIMOHHOM JIOCBE CTPAHBI-
UMIIOpTepa. 3allMCH IO MPOM3BOJICTBY, YIAKOBKE M aHAIM3Y IIPOBEPEHBI, M YCTAHOBICHO WX COOTBETCTBHUE

Tpe6osanmsiM [paBun Haexarell Ipou3BOACTBEHHOH IPAaKTUKK EBPasHACKOro 9KOHOMHYECKOTO COFO3a».

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

Ipumeuanue: [Tponykr cootBeTcTBYeT TpeboBaHusam HJI 3akiayenne: ONOBPEHO

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

IMoarotoeneHo: Pravesh Rana y Ipoeepeno: Pardeep Kumar Ono6peHo: Menemxkep / Pykosoaurens
( ﬁf’_d_ Amit Kumar “

Reprint Date / Reprint Date / Reprint Date/ '

Jara: 15.03.2025 Hata: 15.03.2025 Jara: 15.03.2025

Reoictored Office: &-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, india
) Tol: 491 40 1900 2900, Fax: +81 40 4800 2999, Emaik: mail@drreddys.com
CIM: L85195AP1984PLC0O04507
www.drreddys.com




