Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIU3A

23 L

1 GR166 5650102

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

MNpoaykt: Hait3® AxruBrens (HuMecyana) reb s HapykHoro npumenenns, 1%, 50

Market / Poinok

: Russia / Poccus

Batch No. / . V240933 Batch Quantity / . 23530.000units /

Cepus Ne ) Pazmep cepun * 23530.000 enunny
Analytical RepOft No. / . 040002773403 Date of Analysis / . 29.12.2024
AHaJMTHYeCKHil oTyeT No JlaTa anaau3a

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

JlaTa npouseolcTea T'onen oo

Mfg. License No. /

IIpon3BoacTBeHHasn : MNB/05/263 MA number: / Homep PY : JITI-Ne(001336)-(PT-RU)
JMueHsun Ne

Analysis performed according ND / Ananu3 nposenen no HJT: JINI-Ne(001336)-(PT-RU)-251022

Pagelof6/Ctp. 1136

ﬁf / Test / IlokazaTenan Result / PesynbTat Specification / Hopma
1. Description / Onucanne Homogeneous, transparent, pale- | Homogeneous, transparent, colorless to

yellow gel with characteristic odor /
OnHOpOAHBIH TPO3pavHbI  renk
61e THO-XKETTOro BeTa c
XapaKTepHbIM 3aI1aXxoM

pale-yellow gel with characteristic odor /
OpHoponHBIA [IpO3padHbIA  renb  oT
fecuBeTHOTO 10 OIIENHO-KENTOro L{BETa
C XapaKTepHBIM 3aMaxoM

24 Identification / UnenTnduranus

a) HPLC / BDXX

Complies as prescribed /
CooTBeTCTBYET 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) / Bpewms ynep:xkvBaHHS
OCHOBHOTO [MMWKa Ha XpoMaTorpamme
HCTIBITYEMOTO pacTBopa JIOJDKHO
COOTBETCTBOBATh BpeMeHU
ynep>KMBaHHA OCHOBHOTO IIMKA Ha
XpoMaTtorpamme pacTBopa
CTaHaapTHOro obpasua HUMeCYIHia
(pasncn wIComreeTporioo
orpenesieHue»)

Remarks : The Product conforms to ND/

IIpumeuanne: [Ipoaykr COOTBeTCTByeT TpeboBanusaM HJ|

Conclusion : APPROVED /
3axkawuenne: OJJOBPEHO

Prepared by /
IlonroropneHo: Yogesh chauharny /," ,

i_. .’,‘.;f

Checked by /

[Tposepeno: Pravesh Rana 1

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pymwﬂmenb
Amit Kumar

./\X"‘/'""’

\/

Reprint Date /
Jata: 29.12.2024

Reprint Date /
Hata: 29.12.2024

Reprint Date / |
Jara: 29.12.2024




CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Nponykr: Haiis® AkriBrens (HUMECYNIHA) refb Ul Hapy)KHOro npuMeHeHud, 1 %, 50T

Market / Poinok

: Russia / Poccus

Batch No. / . V240033 Batch Quantity / . 23530.000units /

Cepus Ne ) Pazmep cepuu " 23530.000 equHuL
Analytical Repourt No./ . 040002773403 Date of Analysis / . 29.12.2024
AHanUTHYECKHIT 0THeT No Jara ananansa

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

JlaTa npou3BoACTBa T'ogeH go

Mfg. License No. /

TpousBoncTBeHHast : MNB/05/263 MA number: / Homep PY : JITT-Ne(001336)-(PT'-RU)
JMeH3us No

Analysis performed according ND / Ananus nposened no HJI: JIIT-Ne(001336)-(PT -RU)-251022

Page2 of 6/ Crp. 213 6

‘No/[

Test / IlokazaTesnb
Ne

Result / PesynabTar

Specification / Hopma

b) UV spectrophotometry / Y O-
CHeKTpodoTo METPUS

Complies as prescribed
CooTBeTCTBYET TPeHOBAHUAM

/| UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / Y®-cnexktp
MOJIOUIEHHS HCMBITYEMOTO  pacTBOpa
JOJKEH UMETb MAKCUMYM IOIJIOLIEHHS
npu 397+5 um

3. | Weight of package contents / 51g/Slr According to Rus. Ph. / B cootBeTcTBUN
Macca coaep:KHEMOro ¢ TpeboaHusmu ['® PO
YIAKOBKH

4. | pH 332 2.5t04.5/012,5004,5

5. | Viscosity / BazkocTb

987.5 centipoise /
987.5 canTumnyas

400 to 1,200 centipoise /
Ot 400 go 1200 cantunyas

6. | Impurities / Ilpumecn

i. | Impurity C/
IMpumecs C

Not detected / He oGHapyxeHa

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

il. | Impurity D/
Ipumecs D

Not detected / He ofHapyeHa

Nat mare than 0 50 % /
He 6omee 0,50 %

Remarks : The Product conforms to ND/
I pumeuanue: IIponykT coorsercTByeT Tpebopanusam HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IloarorosaeHo: Yogesh chauhan L

-| IIposepeno: Pravesh Rana l

Checked by /

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoautens
Amit Kumar /\ - /":..f =

o/

Reprint Date /
Jara: 29.12.2024

Reprint Date /
Hara: 29.12.2024

Reprint Date / '
Hata: 29.12.2024
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

- Beddy's Laboratories Lid

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykt: Hait3® AxTusrens (HuMecyaun) reib As HapysxHoro npumenenus, 1 %, 50 r

Market / Prinok : Russia / Poccus

Batch No. / . V240933 Batch Quantity / . 23530.000units /

Cepus Ne ) Pasmep cepun *© 23530.000 enuHuMI
Analytical Repourt No./ . 040002773403 Date of Analysis / . 29.12.2024
Ananurnyeckni oTuer Ne Jata anaju3a

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

Jara npoussoacTea I'open no

Mfg. License No. /

IIpou3BoacTBeHHasA : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JinueH3us Ne

Analysis performed according ND / Ananus nposeaen mo HJI: J]_l]-_.N_E(UUI336)-(Pr-RU)-251022

Page3 of 6/Crp.3m3 6

Cymma npumecer

i.(? ] Test / Iloka3aTeJb Result / PesyasTar Specification / Hopma
iii. | Any other impurity / 0.03% Not more than 0.50 % /

Jliobas apyras npuMecsh He 6onee 0,50 %
iv. | Total impurities / 0.1% Not more than 1.50 % /

He 605ee 1,50 %

7. | Microbial purity* / Mukpo6unoJioruiecKkasi 44cToTa™

OrcyrctBue B 1 1

i. |Total Aerobic Microbial Count / NA Not more than 100 CFU/g/
O61nee uncio a3poOHBIX MUKPO- He 6onee 100 KOE/r
OpraHW3MOB
ii. | Total Combined Yeast and NA Not  more  than 10 CFU/g  /
mould count / Ob1uee yncao He 6onee 10 KOE/r
JIPOMOKEBBIX U MIECHEBBIX
rpubos
iil. | Pseudomonas aeruginosa NA Should absentin 1 g/
OtcyrcTBHEB 1 T
iv. | Staphylococcus aureus NA Should absentin 1 g/

8. | Assay/KoundecTBeRHOE onpenesieHHe

Remarks : The Product conforms to ND/

IIpumeuanue: [Ipoaykt cooTBeTcTBYeT Tpebopanusam HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
Hoarorosneno: Yogesh chauhan /-

L/

Checked by /
Ipoeepeno: Pravesh Rana

Approved by: Manager/Executive /
Onobpeno: Menemxep / P}'KOB?E[HTEH]:

Amit Kumar T >
r'!\:\ -~
I..

Reprint Date /
Hara: 29.12.2024

Reprint Date /
Jara: 29.12.2024

T

Reprint Date /
Jlara: 29.12.2024
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Dr. Reddy's Laboratories Lid

Formulation Unit-6

vill. hol, Nalagarh Road, Baddi,
Distt Scian, H P, 173 205, INDIA
Tel: +91 98166 56001-02

CERTIFICATE OF ANALYSIS » o

CEPTUPHUKAT AHAJIM3A wwwLarredays.com
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
fMponyxT: Haiis® AxTuBresb (HUMECYi) refb 41 HapYKHOro npuMenexns, 1 %, 50
Market / Poinok : Russia / Poccus
Batch No. / . V240933 Batch Quantity / . 23530.000units /
Cepus Ne ) Pasmep cepuu * 23530.000 exunnL
Analytical Repo‘f't No./ . 040002773403 Date of Analysis / . 29.12.2024
Ananutnyecknii otyer Ne JlaTa anajusa
Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026
JlaTa npousBoacTBa T'oaeH no
Mfg. License No. /
IIpousBoacTBEeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JMueH3us Ne

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

Page4 of 6/ CTp. 4 u3 6

Jlif / Test / Iloka3aTenn Result / Pesyabrar Specification / Hopma
Nimesulide / 9.88 mg/9.88 mr 9.0 mg to 11.0 mg of Ci3H12N2OsS
Humecymnun (98.8 %) (nimesulide) (90.0% to 110.0% of label

claim) in 1 g of gel /

Or 9,0 MI' 4O 11,0 mr C13H12N2058

(aumecymun) (ot 90,0 % mo 110,0 % ot

HOMMHAIILHOTO cOAepkaHus) B 1 r remns
9. | Dimethyl sulfoxide / 101.0 % 90% to 110% of C,HeOS (dimethyl

JAumerunacynabgorcni

sulfoxide) of label claim /

Ot 90 % no 110 % C:HsOS
(numeTuncynbdokcun) ot
HOMHHAJIBHOT'O COAEpXKaHus

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
JIAMHHUPOBAHHOIO AJIOMHHHUS, CHaOXXeHHYIO MeMOpaHOH JUli KOHTpOJS
nepBoro BCkpbiTHsi. Kaxnyio TyOGy BMecTe ¢ MHCTpYKLIMEH 0 MEAHLIMHCKOMY

MPUMEHCHUIO MMOMELIAIOT B MMAYKY 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.

*[Toxka3aTeib MOXKeT OTCYTCTBOBATH B cepTH(HKATE aHANM3A npou3BoauTes. IlpoussoauTenn
rapaHTHpPYeT Ka4eCcTBO MPenapara 1o 3THM NoKa3aTeJsiM.

Remarks : The Product conforms to ND/
ITpumeuanne: IIponykT coorseTcTBYeT TpeboBanusaM HJT

Conclusion : APPROVED /
3axkmouenne: OJIOGPEHO

Prepared by /

INoaroroeneHo: Yogesh chauhan ‘/

Checked by /
> IIporepeno: Pravesh Rana é

Approved by: Manager/Executive /
Omo6peno: Menemkep / PykoBogurernb

Amit Kumar w o

Reprint Date /
Jara: 29.12.2024

Reprint Date /
Jara: 29.12.2024

Reprint Date / v
Hara: 29.12.2024

Rogistered Office: 8-2-337, Road Ne. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel 401 40 4900 2900, Fax +61 20 4900 2999, Email: mail@drreddys.com
CIN: L35195AP1534PLCO0ASNT

www drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Forimtlation Unit-6

Vill. Khot, Malagarh Road, Baddj,

Disit Solan, H.P, 173 205, IND A

Tob s +91 98166 560U1-02

wossan drreddys som

CEPTU®UKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IpoayxT: Haiis® Aktusreis (HUIMeCyIUa) Fefb JUIS HapyX)Horo npuMenenns, 1 %, 50 ¢

Market / PoiHok : Russia / Poccus

Batch No. / . V240933 Batch Quantity / . 23530.000units /

Cepus Ne ) Pa3mep cepuu * 23530.000 enuunL
Analytical Repo“rt No. / . 040002773403 Date of Analysis / . 29.12.2024
Anaautuyecknii oTuer Ne Jlara anaiusa

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

JaTa npousBoacTBa T'ogen no

Mfg. License No. /

IIpon3poacTBeHHAast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JinueHsust Ne

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

Page5of 6/ Crp. 5u3 6

(MHH):

API name (INN) / HaumenoBaune ADC

Nimesulide / Humecynun

API manufacturer batch number /

Homep cepun npouzBoaurensa ADC:

NMS/14100699

Homep cepun cy6cTannum
npoussoguteas LJId:

FP Manufacturer API Batch number /

FERA00619

API Manufactured by & country /
IIpoussoaurear A®PC, crpana:

Aarti Drugs Ltd., India /
Aaprtu Jlparc Jita., Uagus

Release site /

HanmeHnoBanme, aipec H HOMep
JIMUEH3HHU ILUIOINANKH,
ocyuecTRBJIsIIoLIe
MPOH3BOACTBO/KOHTPOJb
KayecTBa/BeINYyCK 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 Pennwu’c Jlaboparopuc Jita., Unnus,
[MpousBoAcTBeHHOE MOApasAeeHue-6, Bumiamk Kxos,
Hanarapx Poyn, bannu, Conan Juctpukr, X.I1. 173205,
Wunus (JIunensus Ne MNB/05/263)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This
batch of product hus 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/

Ipumeuanne: [poaykt coorBeTcTBYeT TpeboBaHusM HJL

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

Prepared by / ‘ Checked by / Approved by: Manager/Executive /
ITogroroeneno: Yogesh chauhan -/ IpoeepeHo: Pravesh Rana z Onobpeno: Menemxep / Pykosoautensb
v Amit Kumar A
:" pr—
Reprint Date / Reprint Date / Reprint Date / Y
Hara: 29.12.2024 Jata: 29.12.2024 Jlara: 29.12.2024

Rupistered Officer 8-2-32

YN
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CING LE5AS5APL

wwdrreddys.cont

7, Road Me. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Y2000, Fax, +91 30 4800 2529, Email: mal@drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

Or. Reddy's Laboratories Lid
Formuiation Unit-6
Ii Road, Baddi,

73205, INDg

Vill. Khol, Nalagar

0102

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoaykr: Haii3® AKTuBrens (HUMECYIHI) refb I HapyxKHOro npumenenns, 1 %, 50 r

Market / PbiHok : Russia / Poccus

Batch No. / . V240933 Batch Quantity / . 23530.000units /

Cepus Ne ) Pa3mep cepun * 23530.000 equHML
Analytical Repo“rt No. / . 040002773403 Date of Analysis/ . 29.12.2024
AHAJMTHYECKHI oT4eT Ne JlaTa ananu3a

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

JlaTa nponseoacTea TI'oaen go

Mfg. License No. /

ITpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JITI-Ne(001336)-(PI'-RU)
JinueH3us Ne

Analysis performed according ND / Ananus nposeaen no HJL: JITI-Ne(001336)-(PT-RU)-251022

Page60of 6/ Crp. 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».

3akao4deHue o cooTBeTcTBHM: «HacTtosmum s IMOATBEPXKAAI0, YTO NPUBEACHHAS BBIIIC I/IH(l)OpMaHI/IH ABJISICTCA

JIOCTOBEPHO} M TOYHOM. DTa CEpHs MPOAYKIMH NpOW3BeNeHa (BKIIOYAs YHNAKOBKY (MapKHPOBKY) M KOHTPOJIb

KaT-IeCTBa) Ha BBIIHGYKaBaHHOfI HpOPISBOI[CTBGHHOfI IIomajgke (HHOH_[aI[KaX) B IIOJJHOM COOTBCTCTBHUHU C

TpebopanuaMy [IpaBuin HamIexXallei MPOU3BOACTBEHHON NPaKTHKY EBpasHiCcKOTo 3KOHOMUYECKOro corosa (Ne

GMP/EAEU/RU/00554-2022 ot 02 cents6ps 2022) u TtpeOOBaHMAMM KOHTPOJA KadyeCTBa JICKAPCTBEHHBIX
CPEIICTB, & TAKXE B COOTBETCTBHH €O CHENU(DHKAIUAMHE, COAEPKAMUMHUCS B PETHCTPAIIHOHHOM J0CHE CTPaHBI-
UMIIOpTEpA. 3allMCH [0 TPOU3BOACTBY, YHIAKOBKE M aHAIM3y IIPOBEPEHBI, M YCTAHOBICHO HX COOTBETCTBHE

TpeboBanusaM [IpaBui HaTexaeH IPoU3BOICTBEHHON NIPAKTUKH EBPasHiiCKOro SKOHOMHYECKOIO COr03a».

Remarks : The Product conforms to ND/

Ipumeyanne: [Tpoaykr cooTBeTcTBYET TpeboBanusM HJ

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Hara: 29.12.2024

Hara: 29.12.2024

Prepared by / 9 Checked by / Approved by: Manager/Executive /
IToxrorosneHo: Yogesh chauhan,/ | TIpoeepeno: Pravesh Rana ) Onobpeno: Menemxep / Pykosoaureis

C/ ' e Amit Kumar A /’\’/
Reprint Date / Reprint Date / Reprint Date / \

Hara: 29.12.2024

Ragiztared Qfficer 8-2-337, Road

Tl #0140 Ay
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