Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTU®HUKAT AHAJIU3A

Dr. Reddy's Laboratories 'td
Formidtetion Unit-6
h Road, Baddli,

172205, IND1A

[Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g

Market / PolHok

: Russia / Poccust

Mpoaykr: Haii3® Akrverens (HUMECYNH) refb AN HApYKHOro npumenenns, 1 %, 20 r

Batch No. / . V250068 Batch Quantity / . 57492.000units /

Cepus Ne ) Pasmep cepuu © 57492.000 equnuy,
Analytical Repovrt No./ . 040002805267 Date of Analysis / . 07.02.2025
AHaJuTH4YecKHIi oTueT Ne Jlara aHanu3a

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026

JaTa npousBoacTea T'onen no

Mifg. License No. /

ITpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT"-RU)
JuueH3nsa Ne

Analysis performed according ND / Auanu3s npoeeaeH mo H/: JIH-Ne(001336)-(PI'-RU)-251022

Pagel of 6/ Ctp. 113 6

yellow gel with characteristic odor
/ OmHOPOAHEIN NPO3payuHbIH reib
6a1eIHO-KENTOro LiBeTa ¢
XapaKkTepHBIM 3aMaxoM

i.:) / Test / IloxazaTean Result / PesyabTar Specification / Hopma
1. Description / Onucanue Homogeneous, transparent, pale- Homogeneous, transparent, colorless to

pale-yellow gel with characteristic odor /
OnHOpOJHBIA TPO3pauHBIl  Telb  OT
0eCLBETHOrO J0 ONeHO-KEITOro LBeTa
C XapaKTepHBIM 3al1axoM

2. Identification / UnerTupnxanus

a) HPLC / BOXKX

Complies as prescribed /
CooTBeTcTBYET TpeOOBaHHUAM

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 ynepxuaHus
OCHOBHOTO IMHKa Ha XpoMaTorpaMmme

UCIIBITYEMOTO  pacTBopa JOJDKHO
COOTBETCTBOBATH BpeMeHH
yIOep)KUBaHUS OCHOBHOTO IIHKa Ha
XpoMaTorpaMmme pacTBopa
CTaHAapTHOro obpasua HMMeECYIHIa
(paznen «KonuuecreeHHoe
oTIpeJieICHHE)

Remarks : The Product conforms to ND/
Iprmeuanne: [Tponykt cooTBeTCTBYET Tpebosanusam HJI

Conclusion: APPROVED /
3axmouyenue: OJJOBPEHO

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

INoarororneno: Ramakant IIposepeHo: Pardeep Kumar Omo6peno: Menemxkep / PyxoBoauTesns
f d v Pavan Kumar Sharma £
W ¢ =_

Reprint Date / \ Reprint Date / Reprint Date /

Jara: 07.02.2025 Jara: 07.02.2025 Jara: 07.02.2025

Wiy Grredays.com




De
Dr.Reddy’s ‘,’.’

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIN3A

Dr. Reddy's Laboratories Ltd
Formulation Unit-0

Yiil. ¥ho!, Malagarn Road, Baddi,

P, 172205, INDIA
6 56001-02

e

Distt, Soian,

L

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g

IMponykr: Hait3® AxTuprens (HUMeCYTHA) Telb UL HApY»XHOTO NpuMeHeHus, 1 %, 20 r

Market / PuItok : Russia / Poccus

Batch No. / e Batch Quantity / ~ 57492.000units /

Cepus Ne ) Pa3mep cepun © 57492.000 egrHULL
Analytical Repovrt No./ . 040002805267 Date of Analysis / . 07.02.2025
AnanntTnyeckuii oTyeT No Jarta ananunsa

Date of Manufacture / . 01/2025 Date of Expiry / . 122026

JlaTta npousBoacTBA Fopeu 1o

Mfg. License No. /

IIpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JnueH3usa Ne

Analysis performed according ND / Ananus nposegen no HJL: JIII-Ne(001336)-(PI'-RU)-251022

Page2 of 6/ Ctp. 213 6

b) UV spectrophotometry / Y-
cnekTpodOTO MeTpHs

Complies as prescribed /
CooTBeTCTBYET TPEOOBAHUAM

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / Y®-cnektp
MOMJIOUIEHHs MCOBITYEMOro  pacTBopa
JOJDKEH MMETh MaKCHUMYM IIOTJIOLIEHHUA
nipu 39745 HM

3. | Weight of package contents / 20g/20r According to Rus. Ph. / B cooTBercTBUH
Macca coaepKHMOro c Tpeboranusmu ['® PO
YNAKOBKH

4. | pH 3.21 2.5t04.5/012,5 n04,5

5. | Viscosity / Bazkoctb

935.7 centipoise /
935.7 canTunyas

400 to 1,200 centipoise /
Ot 400 mo 1200 canrunyas

6. | Impurities / IIpumecn

i. | Impurity C/ Not detected / He obHapy>keHa Not more than 0.50 % /
ITpumecs C He 605ee 0,50 %

.. | Impurity D/ Not more than 0.50 % /

il. Tpumecs D Not detected / He oO6Hapy>xeHa He 6o 0,50 %

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

IIpumeyanue: [Tponykr coorBercTBYeT TpeboBanusam HJL

3akmouenne; OJJOGPEHO

Prepared by /

2

[oaroroeneHo: Ran@qi J

Checked by /
IIpoBepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosoautelb
Pavan Kumar Sharma !

Reprint Date / \
Hara: 07.02.2025

Reprint Date /
Hata: 07.02.2025

Reprint Date /
Jara: 07.02.2025

3524, Telangana, India




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIU3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g

Tlpoaykr: Haiis® Akrusrens (HUMeCYIN) renb Ul HAPYXKHOTO npumenenus, 1 %, 20r

Market / Poivok

: Russia / Poccus

Batch No. / . V250068 Batch Quantity / . 57492.000units /

Cepusa Ne ) Pa3mep cepun * 57492.000 eguHUL
Analytical Repovrt No./ . 040002805267 Date of Analysis / . 07.02.2025
Ananuruyecknii oTyer No HJata ananusa

Date of Manufacture / . 01/2025 Date of Expiry/ . 12/2026

JlaTa npou3BoacTBa T'open no

Mifg. License No. /

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

Analysis performed according ND / Ananu3s npoeeaen no H/L: JIII-Ne(001336)-(PI'-RU)-251022

Page3 of 6/ CTp.3u3 6

1ii. | Any other impurity /

Jliob6as mpyras npumech
iv. | Total impurities /
CymMma npumecer

0.04%

0.1%

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

Not more than 1.50 %/
He 6omnee 1,50 %

7. | Microbial purity* / Mukpo6nosorugyeckas 4ucrora*

i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
Ob11iee yncio aspoOHbIX MHKPO- He 6onee 100 KOE/r
OpraHu3MOB
ii. | Total Combined Yeast and NA Not  more  than 10 CFU/g
mould count / Ob1uee gucno He 6onee 10 KOE/r
JIPOGOKEBBIX U TIIECHEBBIX
rpuboB
iii. | Pseudomonas aeruginosa NA Should absentin 1 g/
OtcyrcTBHe B 1 T
iv. | Staphylococcus aureus NA Should absent in 1 g/

OtcyrcTBHe B 1 T

8. | Assay/ Konn4yecrBenHOe onpeneneHue

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr cootBeTcTBYET TpeOoBanusM HJJ

Conclusion: APPROVED /
3axmouenune: OJJIOGPEHO

Hara: 07.02.2025

Hara: 07.02.2025

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Ramakant IIposepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoauTeb

M Ul Pavan Kumar Sharma ;__:_:,’4
Reprint Date / \ Reprint Date / Reprint Date /

Hara: 07.02.2025




Dr.Reddy’s €3¢

D, Reddy's Laboratories itd

Formulation Unit-o
il ithot, Malagaih Road, Baddy,
Distt Solan, H.B, 172 205, INDHA
CERTIFICATE OF ANALYSIS (b 56;901-02
CEPTUDPUKAT AHAJIHU3A

Product : Nise Activgel (nimesulide) gel for external us—e_, 1%,20g
Mpoayxr: Haiis® AkTuBress (HUMECYIN) reib LA HapyxHOro npumenenus, 1 %, 20 r

Market / PoiHOK

: Russia / Poccus

Batch No. / I — [Batch Quantity / _ 57492.000units /

Cepus Ne ) Pa3smep cepun ° 57492.000 enuHun
Analytical Repourt No. / . 040002805267 Date of Analysis / . 07.02.2025
AHanuruyeckuii oryer Ne JlaTa ananusa

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026

Hdata npousBojacTBa - T'ogen no

Mfg. License No. /

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

Analysis performed according ND / Anasu3 nposeaen no HJ: JITI-Ne(001336)-(PI'-RU)-251022

Page 4 of 6/ Ctp. 43 6

Nimesulide / 10.01 mg/ 10.01 mr 9.0 mg to 11.0 mg of C13H12N>OsS
Humecynun (100.1 %) (nimesulide) (90.0% to 110.0% of label
claim)in 1 g of gel /
Ot 9,0 mr mo 11,0 mr Ci3Hi2N20sS
(uumecynun) (ot 90,0 % no 110,0 % ot
HOMMHAJILHOTO COZIepKaHusi) B 1 T res
9. | Dimethyl sulfoxide / 100.3 % 90% to 110% of C;HsOS (dimethyl
Jumernicynasdokena sulfoxide) of label claim /
Ot 90 % mo 110 % C,HsOS
(mumetuncynsdokeun) ot
HOMHMHAJIBHOTO COACPKaHUA
10. | Package/ YnakoBka 20 g in a laminated aluminum tube equipped with tamper-evident membrane.
Each tube and a patient information leaflet in a carton. / Ilo 20 r B TyOy u3
JIAMUHHPOBAHHOTO ATIOMHHUS, CHaOXEeHHYI0 MeMOpaHOH I/t KOHTpOJs
nepBoro BCKpbiTHA. Kaxayio Ty0y BMeCTe ¢ HHCTPYKIHEH M0 MEJULIHHCKOMY
NIPUMEHEHHIO MTOMEIIAIOT 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.
*[Ioxa3aTesib MOJKET OTCYTCTBOBATH B cepTHHKATEe aHAaIH3a npon3soauTens. Ilpoussogurens

rapaHTHPYET Ka4e€CTBO Mpenaparta 1mo 3THM IIoKa3aTe/ M.

Remarks : The Product conforms to ND/
ITpnmeuanne: [Tpoaykr cooTsercTByeT TpebosanuaM HJI

Conclusion: APPROVED /
3axkarouenune: ONOBPEHO

Prepared by /
INoarorosneHo: Ramakgnt .\_
wl

Checked by /
Iporepeno: Pardeep Kumar

=

C—7<

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykppomurens
Pavan Kumar Sharma

——
—

et

Reprint Date /
Jata: 07.02.2025

»

Reprint Date /
Jarta: 07.02.2025

Reprint Date /
Hara: 07.02.2025

5 Hills, Hydeibad - 500634, Telangang, india
3, Eragl maddidrreddys.com

507




Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-o

Viil. ihol, Tdalagarn Read, Baddii,

Distt Solan, 4.0, 172 205, INTHA

Teob; +93 95166 56001-02

CEPTUPUKAT AHAJIU3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g

ITpoaykTt: Haii3® AkTuBrens (HUIMECYJIHA) TeNb JUIS HAPYXKHOTO puMeneHns, 1 %, 20 T

Market / PoiHok : Russia / Poccust

Batch No. / . V250068 Batch Quantity / . 57492.000units /

Cepusi No ) Pasmep cepun © 57492.000 eaunul
Analytical Repovrt No. / . 040002805267 Date of Analysis / . 07.02.2025
AHanuTuyecknii oTuer No JlaTa ananusa

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026

JaTa npouszBoacTBa TI'ogen go

Mfg. License No. /

IlIpoussoacTBeHHAS : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JueH3us Ne

Analysis performed according ND / Ananus npoeeaed mo HJI: JITI-Ne(001336)-(PI™-RU)-251022

PageSof6/Crp.5m3 6

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

Nimesulide / Humecynun

API manufacturer batch number /

TJID:

API Manufactured by & country /
IIpousBoaurens AD®C, crpana:

Homep cepuu npounspogutens APC: L0065
FP Manufacturer API Batch number /
Homep cepun cyGcTanuy NPOH3BOAHTENSA FERA00670

Aarti Drugs Ltd., India /
Aaptu Jparc Jlta., Hunus

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

HaunMeHoBaHueE, aipec H HOMeP JIHIEH3IHH
JIOIIANAKH, 0CYLIEeCTRIAIIIEH
IPOU3BOCTBO/KOHTPOJIb KA4€CTBa/BbINYCK
TJ® /

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (License No MNB/05/263) /
J-p Pennn’c Jlaboparopuc JItn., Uaaus, [IpoussoacteenHoe
noapasaenenue-6, Bumnamx Kxons, Hanarapx Poyn, bannu,
Conan Tuctpukr, X.I1. 173205, Muaus (JIunensus 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/
IIpumeuanne: ITpoaykT cooTseTcTBYET TpeOoBaHusaM H/I

Conclusion: APPROVED /
3axkmouenne: OJJIOBPEHO

Prepared by / Checked by /

[Iporepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoantenb

f

Pavan Kumar Sharma g

IToaroroBieHo: Ramw
1]

Reprint Date / \ Reprint Date /
Hara: 07.02.2025 Jata: 07.02.2025

Reprint Date /
Jara: 07.02.2025

Basizierad Ofiice: 5-2-237, Road Ne 3, Bangar Hills, Hyderabad - 500624

Tl =01 404800 2900, Faxs +

CINLLAS

Telangana, [ndia
Ernail mai@arreddys,com

L0507

Sl arrcddya.coim




Dr. Reddy's Laboratories Ltd
Formulation Unit-o

@e
Dr. Reddy’s ‘_... 11 rhe ;i. Ndl") mn Road, Barix

, v, 173 205, I\lL\(,\
CERTIFICATE OF ANALYSIS Tt : +91 B8166 56001-02
CEPTUDOUKAT AHAJIU3A
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Ipoxykr: Haiiz® AxTHBress (HuMecy ) redb 118 HapyKHOro npuMenenus, 1%, 20 r
Market / PulHoK : Russia/ Poccus
Batch No. / ~FUET06E Batch Quantity / _57492.000units /
Cepusi Ne ) Pazmep cepun " 57492.000 enpnuL
Analytical Repovrt No./ . 040002805267 Date of Analysis / . 07.02.2025
AnanuTnyeckuii oTyer Ne JaTa aHannsa
Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026
JaTa nponssoacTea T'open no
Mfg. License No. /
IIponzeoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JuueH3us Ne

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

Page 6 of 6/ CTp. 6 u3 6

3akmodeHde o cooTBercTBHH: «HacTodmuM s MOATBepXAa0, YTO INpUBEJEHHAs Bbllle MHEQOpMAIIHS
ABJISAETCS JOCTOBEPHOM M TOYHOM. DTa cepHs IMPOAYKIIMH MpOU3BeeHa (BKIOYas yNaKoBKy (MapKHPOBKY) H
KOHTpOJIb KauecTBa) Ha BBINIEYKa3aHHOH IPOM3BOACTBEHHOH IUIOMa/iKe (IJIOIAIKaX ) B IOJIHOM COOTBETCTBUH
¢ TpeboBanuaME [IpaBun HajIeXKaIIeH IPOU3BOCTBEHHON pakTHUKKM EBpa3sHHCKOro 3KOHOMHYIECKOTO COI03a
(Ne GMP/EAEU/RU/00554-2022 ot 02 centsdps 2022) u TpeOoBaHUAMH KOHTPOJIS KAYECTBA JIEKAPCTBEHHBIX
CpEICTB, & TAKXKE B COOTBETCTBHH €O CIICNUGHUKAIMSIMHE, COAEPKAIMUMHUCS B PETHCTPALIMOHHOM I0Che CTPaHbI-
HUMIIOpTepa. 3amich 0 IPOU3BOJCTBY, YIAKOBKE M aHAIN3y IIPOBEPEHBI, H YCTAHOBIIEHO MX COOTBETCTBHE
tpeboBanusM IIpaBui Haanexamed IPoU3BOACTBEHHOM IIPaKTHKH EBpasuiCKOro 5KOHOMHYESCKOTO COIO3a».

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

Hpumeuanue: [poaykr coorsercTBYeT TpeboBanuam HJI 3akmiouenue: OJIOBPEHO

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

IToarorosneno: Ramakant Ipoeepeno: Pardeep Kumar Onobpeno: Menemxkep / PY[\QBOA}ITC‘HB
ij t Pavan Kumar Sharma =( /

Reprint Date / Reprint Date / Reprint Date /

Jata: 07.02.2025 Jara: 07.02.2025 Hara: 07.02.2025

sl drrseldya,com



