Dr. Reddy's Laboratories Ltd.
D R , ‘ ... Formulaticn Unit-6
L) Vili. Khol, Nalagarh Road, Baddi
r. eddy s -. Distt. Solan, H.P,, 173 205, INDiA

Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS .. drreddys.com

CEPTHO®HUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IMpoaykr: Haii3® AkTuBrens (HUMecyana) reb JUis HapyXHOro npumeredns, 1 %. 50 r

Market / Ppliok : Russia / Poccust

[Batch No. / _ Batch Quantity / 23,529 units /

Cepus Ne £ V2 H0GaT Pasmep cepuu © 23,529 equHnl
Analytical Repo:‘t No. / . 040002641454 Date of Analysis / . 03.00.2024
AHajauTuyeckuii oTyer Ne Mara ananusa

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

JlaTa npou3BoACTBA I'onex no

Mfg. License No. /

IIpou3BoaCTBEeHHAs : MNNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
JuneHzust Ne

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

Pagel of 6/ Ctp. 1 u3 6

i.f / Test / Iloka3aTenn Result / PesyabraT Specification / Hopma
1. Description / Onncanne Homogeneous, transparent, pale- | Homogeneous, transparent, colorless to

yellow gel with characteristic odor / | pale-yellow gel with characteristic odor /
OnHopoaHelii  mpo3padHblii  reib | OAHOPOAHBIA Npo3payHblid  refb  OT
OJIeAHO-KENTOro BETA ¢ | GecuBeTHOro 40 OGJIEAHO-XKEITOrO LBETA
XapaKTepHBIM 3aMaxoM C XapaKTepHBIM 3a1axoM

2. Identification / UnenTHpHKAIHA

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 ynepkuBaHHs
OCHOBHOTO INHMKa Ha XpoMaTorpamme
HCTBITYEMOTO pacTBopa JIOJDKHO

COOTBETCTBOBATH BpPEMEHHU
yIep>KUBaHUS OCHOBHOIO IMKa Ha
XpoMarorpamme pacTBopa
CTaHAapTHOro ofpasia HHMeECYIuaa
(paznen «KonuuecTseHHOE
onpeeneHue»)

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

ITpumeuanue: [TponykT cooTseTcTBYET Tpebosanusam H/I 3axmwouenne: OJIOBPEHO

Prepared by / Checked by / Approved hy: Manager/Fxecentive /

IoaroroeneHo: Rama Kant ITporepeno: Pardeep Kumar Ono6peno: Menemxep / PykosoauTens

A i Amit Ku / 2o
W™ g |=E=""p
Reprint Date / Reprint Date / Reprint Date /
Jara: 03.09.2024 Jara: 03.09.2024 Jlara: 03.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 490C 2900, Fax: +91 40 4200 2999, Email: maii@drreddys.com
CIN: L8S195AP1984PLLCD04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTUOHUKAT AHAJIU3A

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoaykr: Haiiz® Axtusrens (HUIMECYJH) resib 1lsi HAPYXKHOro npuMeHenus, 1 %, 50 r

Market / PprHok : Russia / Poccust

Batch No. / . V240621 Batch Quantity / . 23,529 units /

Cepusi Ne ) Pasmep cepuu 23,529 enunun
Analytical RepOj‘t No. / . 040002641454 Date of Analysis / . 03.092024
Ananurnyeckui oryer Ne Jlata ananusa

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

JaTa npou3BoacTBa T'opex g0

Mfg. License No. /

[pouseoacTBennas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JIMIeH3Hs Ne

Analysis performed according ND / Anasin3 nposeaes no HJI: JI-Ne(001336)-(PI-RU)-251022

Page2 of 6/ Ctp. 2 M3 6

No/

e Test / lloka3zaTenn

Result / PesyabTaT

Specification / Hopma

b) UV spectrophotometry / Y-
cnekTpodoTo MeTpus

Complies as prescribed
CoOoTBETCTBYET TpebOBaHUAM

/| UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / Y®-cnekrp
TNIOIJIOUMIEHHUST HCTBITYEMOTO  pacTBopa
JIOJDKEH HMETh MaKCHMYM TIOTJIOLICHUS
npu 397+5 HM

3. |Weight of package contents / 51g/51r According to Rus. Ph. / B coorBetcTBUH
Macca conep:KHMOro ¢ TpeboBanusmu I'® PO
YHAKOBKH

4. | pH 3.21 2.5t104.5/0t12,5104,5

5. | Viscosity / BazkocTb 959.1 centipoise / 400 to 1,200 centipoise /

959.1 canTunyas Ot 400 no 1200 canTHmmyas

6. | Impurities / Ilpumecn

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

ITpumecs C He 6onee 0,50 %
ii. | Impurity D/ Not detected / He 06HapyskeHa Not more than 0.50 % /
Ipumecs D He 6onee 0,50 %

Remarks : The Product conforms to ND/
INpuameyanue: IpoaykT cooTBeTcTBYET Tpebosanusam HJI

Conclusion : APPROVED /
3aknwuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarotoenexno: Rama Kant Iporepeno: Pardeep Kumar Ono6peno: Menemxkep / PykoBoaurenb
m& - Amit Kumar N =
/ | sl o
(':‘f.-——"'—"'
Reprint Date / ' Reprint Date / Reprint Date /
Jlara: 03.09.2024 Hara: 03.09.2024 Hara: 03.09.2024

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: L85195AP1984PLCON4507

www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTU®NKAT AHAJIU3A

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

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

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoaykr: Haii3® AxTuBresnb (HUMECYNH) Teflb A HAPYXKHOTO NpuMeHenus, 1 %, 50 r

Market / Pertiok : Russia / Poccus

Batch No. / . Batch Quantity / . 23,529 units /

Cepus Ne + V240621 Pa3zmep cepuu © 23,529 enquHuil
Analytical Repovrt No. / . 040002641454 Date of Analysis / . 03.09.2024
AHamuTH4eCKHNii oTueT Ne Jlara anaausa

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

JlaTa npou3BoOACTBA I'open o

Mfg. License No. /

IlpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JHueH3us N2

Analysis performed according ND / Anasnn3 npoeeges no HT: JITI-Ne(001336)-(PT-RU)-251022

Page3 of 6/ Ctp.3u3 6

iv. | Total impurities /
CyMmMa npumecei

i.:) i Test / IlokazaTtennb Result / PesyabTar Specification / Hopma
iii. | Any other impurity / 0.03% Not more than 0.50 % /
Jlrobag apyrast npUMech He 6onee 0,50 %
0.0358% Not more than 1.50 % /

He 6omee 1,50 %

7. | Microbial purity* / Mukp

o0HoIorHYecKass YucToTa*

i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
O6uiee 4KC0 a3pOoOHBIX MHKPO- He 6onee 100 KOE/r
OpraHu3MOB
ii. | Total Combined Yeast and NA Not more  than 10CFU/g  /
mould count / Ob1ee uncno He Gonee 10 KOE/r
JPOMOKEBBIX M MIIECHEBBIX
rpuboB
iii. | Pseudomonas aeruginosa NA Should absentin 1 g/
OrcyrctBue B 1 T
iv. | Staphylococcus aureus NA Should absentin 1 g/

OrcyrcTBue B 1 1

8. | Assay/KoanyecTrseHHOe Onpeae/ieHHe

Remarks : The Product conforms

to ND/

Ipumeuanue: [TpoaykTt cooTBeTCTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
3axmwoyenne: OJOBPEHO

Prepared by /
IToxrorosneno: Rama Kant
0\

Qe

Checked by /
[Mpoepeno: Pardeep Kumar

‘:“\(——__’

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosoaurens

Amit Kumar s
‘/&/ /

Reprint Date / N

Jara: 03.09.2024

Reprint Date /
Jara: 03.09.2024

Reprint Date /
Hara: 03.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 29060, Fax: +91 40 4900 2999, Email: mai!@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s ":'.

Dr. Reddy's Laboratories Ltd.
Formulaticn 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

CEPTHOHUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
|Mpoaykt: Hali3® Axrusrens (HUMECYJIH1) refib Al HAPYAKHOTO NPUMCHEHI, 1%, 50r

Market / Poitok : Russia / Poccus

Batch No. / ) Batch Quantity / . 23,529 units /

Cepust Ne A Paszmep cepuu * 23,529 epuHHLL
Analytical Report No./ . 040002641454 Date of Analysis / . 03.09.2024
AHasuTn4yeckuii oTyeT Ne Jata aHann3a

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

JlaTa npousBoacTBa TI'open no

Mfg. License No. /

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

Analysis performed according ND / Ananus

nposeaen no HJI: JII-Ne(001336)-(PI'-RU)-251022

Page 4 of 6/ Ctp. 4 13 6

i: 4 Test / IlokazaTenn Result / PesyabTar Specification / Hopma
Nimesulide / 9.85mg/9.85 mMr 9.0 mg to 11.0 mg of C13H12N20sS
Humecynun (98.5 %) (nimesulide) (90.0% to 110.0% of label

claim)in 1 gofgel /

Ot 9,0 Mr go 11,0 mr C13H2N2OsS
(numecymun) (ot 90,0 % mo 110,0 % ot
HOMMHA/ILHOTO coaepkaHus) B 1 r renis

9. |Dimethyl sulfoxide /
JAumernicyabQokcun

101.1 % 90% to 110% of C:HsOS (dimethyl
sulfoxide) of label claim /

Ot 90 % 1o 110 % C:HesOS
(numeTnncynbGoKcua) or
HOMHMHAJIBHOIO COAEPIKaHHA

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
NaMUHMPOBAHHOIO ATIOMHMHHMS, CHaOMXEHHYI0 MeMOpaHOW Uil KOHTpOJI
TIEPBOTO BCKPBITHA. Kaxkayro TyOy BMECTE ¢ MHCTPYKLMEH M0 MEAMLIHHCKOMY
[PHUMEHEHHUIO MOMEINAIOT B Na4Ky 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/lb MOKeT OTCYTCTBOBATh B cepTH(HKaTe aHau3a npoussoauTes. [poussoaurenn
rapaHTHPYeT Ka4ecTBO NpenapaTa o 3THM NoKa3aTe M.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanne: Iponykt coorsercTBYeT TpeboBanuam H/{ 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneno: Rama Kant .)r [Tpoeepeno: Pardeep Kumar Ono6peno: Menemxep / PykosonuTesb
WL~ 7 Amit Kumar d e o =
< <3(—t H." T e
Reprint Date / Reprint Date / Reprint Date / ' '
Hara: 03.09.2024 Jata: 03.09.2024 Hara: 03.09.2024

Registiered Oifice:

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

Tet: +91 40 4900 2900, Fax; +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




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

Qe
Dr. Reddy,s ‘.... Vilt. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P.,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUOUKAT AHAJIM3A Lpg e BT

Product : Nist Activgel (nimesulide) gel for external use, 1 %, 50 g
Opoayir: Haiz® Axruprens (HUMecyua) refib sl HApyxKHOro mpuMeHenus, 1 %, 50 r
Market / PoyHok : Russia / Poccus
Batch Neo. / . V240621 Batch Quantity / . 23,529 units /
Cepnsn Ne ) Pa3mep cepuu © 23,529 enuHun
Analytical Repourt No. / . 040002641454 Date of Analysis / . 03.09.2024
AHajqmTHueCKiii oTyer Ne JlaTa ananusa
Date of Manufacture / . 08/2024 Date of Expiry / . 07/2026
Jarta npouszBoicTBa Togen no
Mifg. License No. /
IIpounsBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JIHLEH3Hs Ne
Analysis performed according ND / Auaaus nposeaen mo HJI: JITI-Ne(001336)-(PT-RU)-251022

Page 5 of 6/ Crp. Su3 6

?PI nél:ne (INN) / HaumenoBanne ADC Nimesulide / Humecysmen

API manufacturer batch number / NMS/14060333

Howmep cepun nponspoautens APC:

FP Manufacturer API Batch number /

Homep cepuu cyGcraHIHH FERA00368

npoussogutens I'JI®:

API Manufactured by & country / Aarti Drugs Ltd., India /
IIpoussoautesnn APC, crpana: Aaptu Hparc JIta., Maaus

Name, address, authorization No for

FP manufacturing site / Control site / Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Release site / Distt. Solan (HP) 173205, India (License No MNB/05/2'63)/
HamnveHoBaHHe, agpec H HOMEpP J-p Pepau’c Jlaboparopuc JIta., Maous, ‘
JIMIEH3UH MIOATKH, IMpouseoacTBeHHOE noapasaenenue-6, Bumamk Kxons,
OCYLIeCTBIAOIIEH Hanarapx Poyn, banmu, Conan Qucrpuxr, X.I1. 173205,
MPOM3BOACTBO/KOHTPOIb Hunans (JIuuenzus Ne MNB/05/263)
kauecTBa/Bbinyck [JID /

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/ Conclusion : APPROVED /
Ipumeyanne: [Ipoaykt cooreTcTByeT TpebopanusaM HJI 3axnauyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[lonroroeneno: Rama Kant \._ ITporepeno: Pardeep Kumar Omobpeno: Menemxep / PykoBoaurens
(} Amit Kumar K. =5
Q“f"‘l\""/ c:j,~r- N -
Reprint Date / Reprint Date / Reprint Date / ) |
Hara: 03.09.2024 Hara: 03.09.2024 Jara: 03.09.2024

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: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s ‘_’:"

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
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
Hpoayxt: Haiis® Akrusrenb (HUMeCyIH) Telb LIS HapYKHOro npumeneHys, 1 %. 50 r

Market / PosHok : Russia / Poccus

Batch No. / . V240621 Batch Quantity / . 23,529 units /

Cepus Ne Pasmep cepun 23,529 equHuL
Analytical RepOft No. / . 040002641454 Date of Analysis / . 03.09.2024
AHajuTH4Yeckuii oTueT Ne JaTa aHanusa

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

JarTa npou3BoacTBa T'open no

Mfg. License No. /

IIpou3eoacTBeHHAR : MNNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JuueH3us Ne

Analysis performed according ND / Anaju3 nposegeH no HJI: JITI-Ne(001336)-(PI'-RU)-251022

Page 6 of 6 / CTp. 6 u3 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».

3aKir0ueHHe 0 COOTBEeTCTBHH: «HacToAIuM 51 IIOATBEPIXKIAI0, YTO NIPHUBE/ICHHAS BbIlIE HHYOPMALUS ABJIAETCI

JOCTOBEPHON M TOYHOM. DTa cepHs NPOIYKIMH HPOM3BeAeHa (BKIIIOYAs YNAKOBKY (MapKMPOBKY) X KOHTPOJb
KAYeCTBAa) HA BBIEYKAa3aHHON MPOM3BOACTBEHHON IUTOmAnke (IOIaAKaXx) B IIOMTHOM COOTBETCTBHH C
Tpe6oBanmuAMHU [IpaBr Hajexaliell IPOU3BOACTBEHHON NIpakTHKH EBpasmiickoro skoHOMI4eCKOro corosa (Ne

GMP/EAEU/RU/00554-2022 ot 02 centsiops 2022) u TpeOOBaHUSAMH KOHTPOJS KauecTBa JICKAPCTBEHHBIX
CPEJICTB, & TAKX€ B COOTBETCTBUH CO ClleNU(HKAIMAMY, COAEPXKALIMMHUCS B PETHCTPALHOHHOM AOCHE CTPaHbI-
HAMIIOpTEpa. 3allucH MO MPOU3BOJACTBY, YHNAKOBKE M aHAINW3y NPOBEPEHBI, W YCTAHOBICHO MX COOTBETCTBHE

TpeGoBanusaM [IpaBui HajIeKamel IPOU3BOACTBEHHOM MPAKTHKK EBpasuiiCKOro 3KOHOMHYECKOTO COr03a».

Remarks : The Product conforms to ND/
Ipumeuanne: [Ipoxykt coorsercTByeT Tpebopanuam HJI

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by /

IToarorosneHo: Rama Kant \_

Blp

Checked by /

ITposepeno: Pardeep Kumar

-

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykosoaureb
Amit Kumar

Reprint Date /
Hara: 03.09.2024

' Reprint Date /
Jlara: 03.09.2024

Reprint Date /
Jara: 03.09.2024

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: L85195AP1984P1LC004507

www.drreddys.com




