D Reddy's Lanhoratories Lid,
Formulation
Viil. Khol, Ne

Distt. Solan, .

Dr. R‘eddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Mpoayxr: Haiiz® Axruprens (HUMeCYIHI) reflb Ul HAPYKHOro npuMeHeHus, 1 %, 100 r

Market / PoiHOK : Russia / Poccus

Batch No. / . V240347 Batch Quantity / . 11734.00 units /

Cepus Ne ) Pa3mep cepun " 11734.00euHm1
Analytical Repourt No. / . 040002540604 Date of Analysis / . 05/06/2024
AHanurnueckuii oryer Ne Jlata ananusa

Date of Manufacture / . 05/2024 Date of Expiry / . 04/2026

JaTa npousBoacTea T'omen no

Mfg. License No. /

ITpousBoacTeenHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT'-RU)
auueH3nsa No

Analysis performed according ND / Ananus nposened no H: JITI-Ne(001336)-(PI'-RU)-251022
Page 1 0of 6/ Ctp. 1u3 6

No

/ Test / IlokazaTenan Result / PesynpTar Specification / Hopma

Ne

1. | Description / Onucanne Homogeneous, transparent, Homogeneous, transparent, colorless to
colorless gel with characteristic pale-yellow gel with characteristic odor /
odor / OaHOpOAHBIHA NPO3payHbIH OaHOpOJHBIA  MpPO3pauHbIi  reab  OT
renb OecLBETHOrO LIBETA C OeclBeTHOTO A0 ONeHO-KENTOro LBeTa
XapaKTepHbIM 3a1axoM C XapaKTepHBIM 3aaxoM

2 Identification / UnenTudnkanmns

‘| ay HPLC / BOXX Complies as prescribed [ | The retention time of the main peak in
CootgercTByeT 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 ynepxxuBanus
OCHOBHOTO TMKa Ha XpomaTorpamme
HCMBITYEMOI O pacTBopa JIOTKHO

COOTBETCTBOBATH BPEMEHH
YIep>KHBaHUS OCHOBHOrO DMKa Ha
Xpomarorpamme pacTBopa
cTaHaapTHoro ofpasua HuUMecynuaa
(paznen «KonunuectreHuoe
orpelesieHHe»)

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

IIpumeuanne: [Ipoaykt coorBercTBYET TpeboBanusam HJJ 3axkarouenne: ONOBPEHO

Prepared by /* y, Checked by / Approved by: Manager/Executive /

IoarorosneHo:Pravesh Rana IIpoeepeno:Rama Kant Opnobpeno: Menemxep / PykgBoauTenb

& : Pavan Kumar Sharma c[:ﬁrN :
gl =
Reprint Date /05.06.2024 Reprint Date /05.06.2024 Reprint Date /05.06.2024
Hara: Jara: Hara:

0024, Telangana, India

math@drradays.com
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Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS .,
CEPTUOUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ipoxyxr: Ha3s® AkTBress (HUMECYIII) Ienb LU HAPY/KHOro npimeHeHns, 1 %, 100 r

Market / PoiHok : Russia / Poccus

Batch No. / . V240347 Batch Quantity / . 11734.00 units /

Cepus No ) Pa3mep cepun " 11734.00enuHuLl
Analytical Repourt No. / . 040002540604 Date of Analysis / . 05/06/2024
AHAIHTHYECKHI 0TYeT Ne JaTta anajanza

Date of Manufacture / . 05/2024 Date of Expiry / . 04/2026

JaTa npousBoacTea Toaen no

Mfg. License No. /

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

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

Page2 of 6/ Ctp. 2u3 6

b) UV spectrophotometry / Y- Complics as prescribed /| UV absorption spectrum of the test

cnexkTpodoTo MeTpus CootseTcTByeT TpeOOBAHKAM solution should have absorption
maximum at 3975 nm / Y®-cnektp
MOTJIOIIEHMS. HCIIBITYeMOTo  pacTBOpa
JIOTKeH UMeTh MakCHMYM [MOIJIOLEeHNUs
npu 397+5 HM

3. | Weight of package contents / 101g/101r According to Rus. Ph. / B cooTBeTcTBUM
Macca conep:kHMOro ¢ TpeboBanusmu 'O PO
YIAKOBKH

4. | pH 3.36 2.5t04.5/0t12,5 no 4,5

5. | Viscosity / BazkocTh 892.1centipoise / 400 to 1,200 centipoise /

892.1 canTumnyas Ot 400 no 1200 canTnnyas

6. | Impurities / Ilpumecn

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

IMpumecs C He 6onee 0,50 %
ii | Impurity D/ n];:l[(;‘;alz)%gagi?;xofl)'lz()/o i /OIT:)?EZ) Not more than 0.50 % /
ITpumecs D He 6onee 0,50 %
0
ii | Any other impurity / 0.04% Not more than 0.50 % /
i. | Jlrobas mpyras npumech He 6onee 0,50 %
i | Total impurities / 0.09% Not more than 1.50 % /

v. | CymMa npumeceit He 6onee 1,50 %

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

IIpumeuyanne: IIpoaykr coorsercTBYeT TpeboBanusm HJL 3aknwuenne: OJOBPEHO

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

INoaroroeneHo:Pravesh Rana IMposepeno:Rama Kant OnobpeHo: Menemxkep / PykoBoOHTENE

. @L‘ mﬂ* Pavan Kumar Sharma {7 o
/ _-L,/,‘—'
Reprint Date /05.06.2024 Reprint Date /05.06.2024 Reprint Date /05.06.2024
Mara: Jara: Jara:

Rezisterad ¢
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.' Dr{Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
poaykT: Haiis® AxtuBrens (HUMECYNMNT) TeJlb JUIS HApyKHOro npumenetns, 1 %, 100 r

Market / PoiHOK : Russia / Pocens

Batch No. / . V240347 Batch Quantity / . 11734.00 units /

Cepusi Ne ' Pazmep cepun " 11734.00eanHuy,
Analytical Repovrt No./ . 040002540604 Date of Analysis / . 05/06/2024
AHaauTHYecKHii oTueT No JlaTta aHanu3za

Date of Manufacture / . 05/2024 Date of Expiry / . 04/2026

JlaTa npousBoacTea T'open g0

Mfg. License No. /

IIponsBoacTBEeHHAsA : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
nuueH3usi Ne

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

Page3 of 6/ Ctp.3u3 6

7. | Microbial purity* / Mukpo6nojorayeckas 4acToTa™

i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
Ob11ee yucno aspoOHbIX MUKPO- He 6onee 100 KOE/r
OpraHU3MOB
ii | Total Combined Yeast and NA Not  more  than 10 CFuU/g  /
mould count / Obuiee uucio He 6onee 10 KOE/r
JIPOMIKEBBIX W MJIECHEBBIX
rpHboB
ii | Pseudomonas acruginosa NA Should absentin 1 g/
L. OtcytetBHe B 1 T
i | Staphylococcus aureus NA Should absentin 1 g/

OtcyrcTBHEe B 1 T

Assay / KonnuecTBeHHOE ollpeie/ieHHe

Nimesulide /
Humecynun

10.20mg / 10.20mr
(102.0 %)

9.0 mg to 11.0 mg of C13H2N205S

claim)in 1 g of gel /
Ot 9,0 mr go 11,0 mr Ci3H;2N205S

(nimesulide) (90.0% to 110.0% of label

(uumecynun) (ot 90,0 % no 110,0 % ot
HOMMHAILHOTO cofiepykanus) B 1 T rens

Remarks : The Product conforms to ND/

IIpumeuanune: [IponykT coorBeTcTBYeT TpeboBanusM HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
Toarorosneno:Pravesh Rana

Checked by /
IIpoBepeno:Rama Kant

Approved by: Manager/Executive /
Onobpeno: Menemwxep / PyRoBoauTenb

N Pavan Kumar Sharma =~ é~—>
e =t
Reprint Date /05.06.2024 Reprint Date /05.06.2024 Reprint Date /05.06.2024

Jara:

Hara:

-7-227, Rond o, 3, Ban

3
al: 9% S0 4500 2266,

JlaTta:




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Lid,
Formulation Unit-6
Viil. Khol, Nalagarh Road, Baddi,

Distt. Solan, i.P, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel 1 491 23166 56001-C2
CEPTUOUKAT AHAJIU3A wwedireddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
NpoaykT: Hait3® AkTnsrens (HUMeCYJIHI) Ienb A HapyXHOoro npuMeHeHus, 1 %, 100 r
Market / PuiHok : Russia / Poccus
Batch No. / . V240347 Batch Quantity / . 11734.00 units /
Cepusi Ne ) Pasmep cepnu " 11734.00eaunuiy
Analytical Repovrt No./ . 040002540604 Date of Analysis / . 05/06/2024
AHanuTHYecKHuii oTuer Ne Jdara anajamnsa
Date of Manufacture / . 05/2024 Date of Expiry / . 04/2026
JlaTta npousBoacTBa T'oaen no
Mfg. License No. /
IlpouseoacTBEHHAs : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
JuueH3us Ne

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

Page4 of 6/ Ctp. 413 6

9. | Dimethyl sulfoxide /
JAumeTniacynsgoxcni

100.9 % 90% to 110% of C;HsOS (dimethyl
sulfoxide) of label claim /

Ot 90 % no 110 % C;HsOS
(mumernncynbhoKCHa) OT
HOMHHAIBHOIO COJIEPIKaHUA

ok

Package / YnakoBka

100 g in a laminated aluminum tube equipped with tamper-evident membrane.
Each tube and a patient information leaflet in a carton. / Ilo 100 r B Ty6y u3
JIAMMHUPOBAHHOTO ANIFOMHHHUS, CHAOXEHHYI0 MeMOpaHOH JUii KOHTpoJiA
fiepBoro BCkpbiTHs. Kaxkayro TyOy BMecTe ¢ HHCTpYKLMEH N0 MEMLIMHCKOMY
NPUMEHECHHIO MOMELIAIOT B MauKy 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.

*[Ioka3aTenb MOKET OTCYTCTBOBATL B cepruduKaTe aHaMH3a npoussoanTens. Ilponssogurens
rapaHTHPYET KA4eCTBO Mpenaparta mo 3THM N0KA3aTe M.

?PI nzfl:ne (INN) / HaumenoBanne A®C Nimesulide / Humecysmn

API manufacturer batch number / NMS/13121229

Homep cepun npoussoautens ADPC:

FP Manufacturer API Batch number /

Homep cepun cyGcTaHIIMM TPOU3BOIUTEJIS FERA00264

IJIdP:

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Tpoaykr coorBercTBYET TpeboBanusm HJI 3akawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INonrortosneHo:Pravesh Rana [posepeno:Rama Kant OnobpeHo: Menemwkep / PykpBoautens

Pavan Kumar Sharma _/,, . —

Reprint Date /05.06.2024
Jara:

Reprint Date /05.06.2024 Reprint Date /05.06.2024
Jlara: Jlara:

Registered Office: 8-2-337, Road No. 3, Banjare Hills, Hyderabad - 500024, Telangzana, India
Tel: +21 40 4900 2900, Fax: +01 410 24960 2299, Emzil: mail@direddys.com

CIN: LS5IS85AP1984PLCO04AR0D7
wywv drreddys.com




. ' " Dr. Reddy's Laboratories Ltd.
X s L4 Formulation Unit-6
Dr. Reddy,s '... Viil. Khol, Nalagarh Road, Baddi,
. b Distt. Solan, H.P.,, 173 205, INDIA
' CERTIFICATE OF ANALYSIS Tel : +91 88166 56001-02
CEPTHOHNKAT AHAJIN3A wwvrdrreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
IIpoaykr: Halis® AKTHBresb (HUMECYIIN) Ielb JUIS HApY/KHOTO TprMeHeHns, 1 %, 100 ¢

Market / PuiHok : Russia / Poccus

Batch No. / . V240347 Batch Quantity / . 11734.00 units /

Cepusi Ne Pasmep cepuu 11734.00e nyiHnn
Analytical Repo:‘t No./ . 040002540604 Date of Analysis / . 05/06/2024
AHanuTH4ecKHii 0TYeT Ne JlaTta ananu3a

Date of Manufacture / . 05/2024 Date of Expiry / . 04/2026

JlaTa npousBoacTea I'ogen go

Mfg. License No. /

HpouseoacrBeHHast : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
JnueHsns No

Analysis performed according ND / Anaaus nposeaen no HJI: JITI-Ne(001336)-(PI'-RU)-251022
: PageSof 6/ Ctp. 5u3 6

API Manufactured by & country / Aarti Drugs Ltd., India /

IIpoussoauteanr APC, crpana: Aaptu [parc JIta., Uuaus

ii’:jf:c‘:g:f;s ;;‘:'/“g(‘)ﬁ‘(‘,’l“sﬁ: /f‘l’{eleai}; o, |  Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
g Solan (HP) 173205, India (License No MNB/05/263) /

HaﬂMeHOBaHﬂe, aapec H HOMep JIMUECH3HH

ILTOMAKH, 0CYMIECTRASIOmeH J-p Peanwn’c Jlaboparopuc Jlta., Unaus, llponssoacteenHoe
2

noapasnenenue-6, Bumiamk Kxone, Hanarapx Poyn, bannm,
MPONSBOJCTEO/KONTPOIE KA'CCTBA/BLINYCK ﬂgoniﬂ Huctpuxr, X.I1. 173205, Mnans (%I/II_IEI-}I,SI/IH Ne
LIKR 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».

3akJmioueHne 0 cooTBeTcTBUM: «HacTosmmM s MOATBEpXK /a0, YTO IpUBEICHHAs B HHGOPMAIHsL ABISIETCS
JOCTOBEPHOW M TOYHOH. DTa cepus NMPOAYKIHH NPOU3BeAEHA (BKMIOYas YNAaKOBKY (MapKMpPOBKY) M KOHTPOIIb
Ka4yecTBa) Ha BBINIEYKa3aHHOM NpPOU3BOJCTBEHHOM miolmajnke (IUIOMIAJKax) B IIOJHOM COOTBETCTBUM C
TpeboBanusMu [IpaBun Hamnexanieil MPOU3BOJCTBEHHON MPakTHKU EBpazuiCKOro 3KOHOMUYECKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsbps 2022) m TpeOoBaHMAMH KOHTpPOJS KadecTBa JIEKAPCTBEHHBIX
CPEeACTB, a Talkoke B COOTBETCTBUH CO CiEHUGUKAIUAME, COAEPKAIIUMUCT B PETUCTPALMOHHOM JOChE CTPaHEI-
AMIOOpTepa. 3allMCH [0 MPOM3BOJACTBY, YIAKOBKE M aHANH3y NPOBEPEHBI, H YCTAHOBIECHO HX COOTBETCTBHE
TpeboranmsM [ IpaBui Hajutexale Npon3BoICTBEHHON IIPaKTHKU EBpazuiickoro 3KOHOMHYECKOIO COKO3ay.

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

IIpumeuanne: [Iponykr cooTBeTcTByeT TpeboBaHUAM HJL 3akmiouenne: OJOBPEHO

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

[Tonroroeneno:Pravesh Rana /f IIpoBepeno:Rama Kant OnobpeHo: Menemxep / nyz{oaommnb
M \& Pavan Kumar Sharma —

g
Reprint Date /05.06.2024 Reprint Date /05.06.2024 Reprint Date /05.06.2024
ara: Jara: Jara:

Registarad Office: 8-2-337, Road No. 3, Baniarz Hills, Hyderabad - 500034, Telangana, Incia
Tel: +91 40 4500 2900, Fax: +51 40 4900 2999, Email: mail@drreddys cam
CIN: LSEI95AP19S4PLC004507
wyvv.drreddys.com



Dr.Reddy’s €3¢

Dr. Reddy's Laboratories [td.
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INNDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUOUKAT AHAJIN3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
IMponyxr: Haiizs® Axrusrens (HUMeCYIUA) Teb JUI HAPYKHOTO NpHMeHeHHs, 1 %, 100 r

Market / PelHok : Russia / Poccust

Batch No. / . V240347 Batch Quantity / . 11734.00 units /

Cepus Ne ) Pasmep cepuu " 11734.00en1HuIL
Analytical Repovrt No. / . 040002540604 Date of Analysis / . 05/06/2024
AHaJuTnyeckuii oryer No JlaTa ananu3sa

Date of Manufacture / . 05/2024 Date of Expiry / . 04/2026

JaTa npousBoacTea TI'onen go

Mfg. License No. /

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

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

Page 6 of 6/ CTp. 6 3 6

Remarks : The Product conforms to ND/
Hpumeuanue: [Ipoaykr cootBeTcTBYeT TpeboBanusam HJ

Conclusion : APPROVED /
3axmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneno:Pravesh Rana IIposepeno:Rama Kant Ono6peno: Menemkep / PysoBoauTens

. M& Pavan Kumar Sharma — «feq~ -
Reprint Date /05.06.2024 Reprint Date /05.06.2024 Reprint Date /05.06.2024

Jara:

Jara:

JlaTa:

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
lel: +91 40 4500 2900, Fax: +51 40 4900 2999, Emall: mail@drreddys.com
CIN: L85195AP1984PLCO04R07

www.drreddys.com




