Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Badi,
Distt, Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
wwwe.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Hpoayir: Haliz® AkTuerens (HUMECYJIUA) rens Ul HapyxkHoro npsivenenns, 1 %, 50 r

Market / Pornox

: Russia / Poccust

Batch No. / . V240619 Batch Quantity / . 23,529 units /

Cepusa Ne ) Pasmep cepuu " 23,529 ennHny

Analytical Repo:'t No. / . 040002639301 Date of Analysis / . 03.09.2024

Axannrnvecknii oTuet No Jara asanan3za

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

Jara npouseoacTea I'onex no |
Mfg. License No. /

IIponisoacTBeHHAR : MNB/05/263 MA number: / Homep PY : JITT-Ne(001336)-(PT"-RU)

JIKIIen3ns Ne

Analysis performed according ND / Anasims nposeaer no HII: JINI-Ne(001336)~(PT" -RU)-251022

Pagelof 6/Crp.1n3 6

yellow gel with characteristic odor /
OpnHopoaHbll  npo3payHeIf  Tenb
GIeIHO-KEeNTOro LBETA c
XapaKTEPHBIM 3aTTaX0OM

];.:) / Test / IloxazaTenn Result / Pesyanrar Specification / Hopma
1. Description / Onncanie Homogeneous, transparent, pale- | Homogeneous, transparent, colorless to

pale-yellow gel with characteristic odor /
OanopoaHslii  Npo3padHelif  rens  OT
fecuseTHOro 10 OJIEAHO-)KENTOro UBETa
C XapakTEpHLIM 3a11axoM

Identification / MaenTindukauns

a) HPLC / BOXX

Complies as prescribed /
CootsetcTBYeT TpEGOBAHHUAM

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 ynepxkeBaHus
OCHOBHOI'O NHUKA HA XpoMaTorpaMme

HCTIBITYEMOTO pacreopa JOJKHO
COOTBETCTBOBATH BpeMEHH
YOEPXKMBAaHHS OCHOBHOFO IMKa Ha
XpomarorpamMme pactBopa
CTAHAAPTHOIO 00pa3sla HUMECYNHIA
(pazmen «Konu4decTBcHHOE
OTIPEAEIIEHHED)

Remarks : The Product conforms to ND/

IIpnmeuanue: [IpoaykT cooTBeTcTBYET TpeboranusaM HII

Conclusion : APPROVED /
3axmouenne: OJOGPEHO

Prepared by /
Tlogrorosaeno: Jitendra Mat7

4

s

o~

Checked by /
Mposepetio: Pardeep Kuinar

[ —

Approved by: Manager/Executive /
Opobpeno: Menemxep / PykosoauTens
Manoj Kumar

Reprint Date / 2 i

Hara: 03.09.2024

Reprint Date /
Jlara: 03.09.2024

Reprint Date /
Jlata: 03.09.2024

Registerad Office: 8-2-337, Road iMo. 3, Banjarz Hills, Hyderabad - 5000324, Telangsna, India
Tol: 49140 ‘.:’3U_I',‘ 290G, Fax: +81 40900 2899, Eivail: mail@drreddys.com

CIN: LS5195AP1984PLCO04507
wyawLdrreddys.com




Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIA3A

ratories L,

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Tpoavicr: Haiia® AkTusrens (HuMecynit) reib Ui Hapy#HOro npisesenus. 1 %, 50 r

Market / PorHok : Russia / Poccus

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

Cepust Ne P Y2401 Pazmep cepun 23,529 envuuil
Analytical Repo:'t No. / . 040002639301 Date of Analysis / . 03.09.2024
AnanntHyueckuii oryeT Ne Hata ananuza

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

HMava nupoussoncTRa I'ozeH g0

Mfg. License No. /

IMpoussoacrBenHas : MINB/05/263 MA number: / Homep PY JIT-Ne(001336)-(PT-RU)
anneHsus Ne

Analysis performed according ND / Ananu3s npogegen mo HI: JIXI-Ne(001336)-(PI-RU)-251022

Page 2 of 6/ C1p. 2 13 6'"_

No /

Test / IToxa3arenasn
Ne

Result / PesyasTar

Specification / Hopma

b) UV spectrophotometry / Y-
¢nexTpodOTO METPHS

Complies as prescribed /

CooteeTcTBYET TpeGoBaHUAM

UV absorption spectrum of the test
absorption
maximum at 3975 nm / Y®-cnextp
MornoueHys HUCIBITYEMOTS  pacTBopa
JIOJPKEH UMETh MAaKCHMYM IOIJIOUEHHS

solution  should have

rpy 3975 um

3. | Weight of package contents / Slg/Slr According to Rus. Ph. / B cooTBeTCTBHHU
Macca coagepKHMOT0 ¢ tpe6osanuamu [ O PO
YNAKOBKH

4. | pH 3.23 . 25t04.5/012,5n004,5

5. | Viscosity / Bsizkoctb 968.5 centipoise / 400 to 1,200 centipoise /

968.5 canTunyas Ot 400 no 1200 canTumyas

6. | Impurities / Xpumecn

i. | Impurity C/ Not detected / He o6HapyxcHa Not more than 0.50 % /
Ipumecs C He 6onee 0,50 %

1. | Impurity D/ Below LOD (LOD = 0.02%) / Huxe Not more than 0.50 % /
IMpumecs D npeaena obHapyxkedus (110 = 0.02 %) He 6onee 0,50 %

Remarks : The Product conforms to ND/
Hpumeuanne: [Ipoaykr coorsercTByeT TpeGoBanuam HJL

Conclusion : APPROVED /
Zaxawuenue: OJJOEPEHO

Prepared by /
IMoxrororaexo: Jitendra Mate

Checked by / Approved by: Manager/Executive /
[Tposepeno: Pardeep Kumar Ono6peno: Menenxep / Pyxosonﬂn‘enb
n 2 . 1
t__}!____’ Manoj Kumar X"h* T

<

Reprint Date /
Jara: 03.09.2024

Reprint Date /
Jata: 03.09.2024

Reprint Date /
Jata: 03.09.2024




Dr.Reddy’s ‘%.'.

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHATI3A

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

Mpoavicr: Hais® Axrusrens (HHMecymia) Teb As HAPYKHOTO npumenenns, 1 %, 50 T

Market / PurHok

: Russia / Poccus

Batch No. / . V240619 Batch Quantity / _ 23,529 units /

Cepns Ne ) Pasmep cepis " 23,529 enuuull
Analytical Repo“rt No. / . 040002639301 Date of Analysis / . 03.09.2024
Anannrudeckuii oTyer Ne Jarta ananu3a

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

Jara npoussojicTea Topen no

Mfg. License No. /

IponssogcTBeHHAN : MNB/05/263 MA number: / Homep PY : JITI-Ne(001336)~(PT" -RU)
aunensun Ne

Analysis performed according ND / Ananus npeseaen mo HJI: JITI-Na(001336)-(PT-RU)-251022

Page3 of 6/ Crp. 3 u3 6

_]Ii? i Test / Iloxa3aTenb Result / PesynsTar Specification / Hopma
iii. | Any other impurity / 0.03% Not more than 0.50 %/
Jlwobas npyras npumecs He 6oustee 0,50 %
iv. | Total impurities / 0.0330% Not more than 1.50 % /
CymMa npumeceit He 6onee 1,50 %
7. | Microbial purity* / Mukpo6ronornueckan aacrora®
i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
O611ee yycno a3poGHbIX MUKPO- He 6onee 100 KOE/r
OPraHH3IMOB
ii. | Total Combined Yeast and NA Not more  than 10 CFU/g
mould count / Ob1uee uncno He 6onee 10 KOE/r
JPOXOKEBBIX H IIECHEBBIX
rprboB
iii. | Pseudomonas aeruginosa NA Should absent in 1 g/
OtcytetBue B 1 ¢
iv. | Staphylococcus aureus NA Should absentin 1 g/
OtcyreroHe B 1 1
8. | Assay/KoanuccreeHHoe onpeaeieHne

Remarks : The Product conforms to ND/
Hpumeganne: lponykr coorsererpyer TpeGopanuam HJJ

Conclusion : APPROVED /
3akawuenne: OJOGPEHO

Prepared by /
Tloagrororneno: Jitendra IZatc

o~

Checked by /
Iposepeno: Pardeep Kumar

<

Approved by: Manager/Executive /
Onobpeno: MeHexep / PyKoBoauTe b

Manoj Kumar h’?r LL“(:

Reprint Date / S j
JaTa: 03.09.2024

Reprint Date /
Jara: 03.09.2024

Reprint Date /
Jara: 03.09.2024

trim g




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Produet : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Hponyicr: Haiiz® Axrusrens (HuMecynni) rens ang Hapysuoro npumcrenna, 1 %, 50 ¢

Market / Perhor : Russia / Poccnst

Batch No. / . V240619 Batch Quantity / , 23,529 units /

Cepus Ne ; Pazmep cepun © 23,529 enunn
Analytical cho:'t No./ . 040002639301 Date of Analysis / . 03.09.2024
AHaauTHYeCKnii oTHET Ne JlaTa avamsa

Date of Man ufacture / . 08/2024 Date of Expiry / . 07/2026

Jlara npou3soacTea Tonex o

Mfg. License No./

IlIpon3soncTBeHHast : MINB/05/263 MA number; / Homep PY : JIT-Ne(001336)-(PT-RU)
JHuensus Ne

Analysis performed according ND / Ananuz npogeaes no HJL: JITI-Ne(001336)-(PI™-RU)-251022

Page 4 of 6/ CTp. 4 u3 6

9. | Dimethyl sulfoxide /
JAnamMernacy.ibgoxcua

_]]:‘:) / Test / IlokazaTens Result / PeayabTar Specification / Hopma
Nimesulide / 9.90 mg/ 9.90 mr 9.0 mg to 11.0 mg of C13H12N205S
Humecynun (99.0 %) (nimesulide) (90.0% to 110.0% of label

claim) in 1 gof gel /

Or 9,0 MmI° 00 1 1,0 Mr C13H12N2058

(aumecyana) (ot 90,0 % po 110,0 Y% o

HOMHHAJILHOTO COlepXKanHA) B 1 T rems
100.3 % 90% to 110% of CaHsOS (dimethyl

sulfoxide) of label claim /

Ot 90 % no 110 % C2HeOS
(aumeTuncynbhoKcua) oT
HOMMWHATBHOTO COAEpMAaHHs

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 Ty6y W3
NAMHHUPOBAHHOTO AMIOMMHMA, cHabxeuHylo MemOpaHOW [UIs KOHTPONA
nepBoro BekpbiTH. Kaxmyio TyOy BMECTe ¢ HHCTPYKLHMEH 110 MENUUNHCKOMY
TpUMEHEHHIO NOMEILAIOT B NAYKy 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.

*IToka3aTe/lb MOJKET OTCYTCTBOBATH B CEPTHOHKATE AHANH3A PON3BOANTeNs. IIpousBojurTens
rapaHTApyeT KAYECTBO NPenapara mo 3THM NoKa3aTesIM.

Remarks : The Product conforms to ND/
Ilpsmeyanne: [IpofykT cOOTBETCTBYET TpeboBAHNHAM HI

Conclusion : APPROVED /
3akasouenne: OJJOBPEHO

Prepared by /
TloprorosneHo: Jitendra Ma7 //

Checked by /

I[Iposepeno: Pardeep Kumar
n

SN

Approved by: Manager/Executive /
Ono6peno: Meneaxep / Pykosogurent

Manoj Kumar }b Bﬁ.@ Ef.(l .‘

Reprint Date /
Jata: 03.09.2024

Reprint Date /
Jata: 03.09.2024

Reprint Date /
Jata: 03.09.2024




Dr.Reddy’s €%

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIH3A

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

[poayir: Haiis® Akrrsrens (HEMecymin) rejib juts Hapysuoro npienenus, 1 %, 50 r

Market / Poriok : Russia / Poccns

Batch No./ . V240619 Batch Quantity / . 23,529 units /

Cepun Ne i ' Paszmep cepunt 23,529 enuHAL
Analytical chO}‘t No./ . 040002639301 Date of Analysis / . 03.09.2024
AHAaIHTHYeCKHA oTueT Ne JiaTa aHanu3a

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

JlaTa npouiBoaCTEA Ionesn no

Mfg. License No. /

IlponzsoacTBennast : MNB/05/263 MA number: / Homep PY : JITT-Ne(001336)-(PT-RU)
aunenzust Ne

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

PageSof 6 /Ctp. Sn3 6

API pame (INN) / HaumenoBanie ADC
(MHH):

Nimesulide / Humecynua

Homep cepny cyGeranunn
npoussogurens I'JI@:

API manufacturer batch number / NMS/14060327
Homep cepun nponssoanreas ADC:
FP Manufacturer API Batch number /

FERAQ00366

API Manufactured by & country /
IIpouszsoauTtens ADC, cTtpana:

Aarti Drugs Ltd., India /
Aapru Jparc JITA., Muana

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

HaumenoBaHNe, apec H HOMep
JHIEH3HH MJI0MANKH,
oCyIiecTBIsIomeii
POH3BOJCTBO/KOHTPOIb
kadecra/Bbinyck I'JIP /

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan (HP) 173205, India (License No MNB/05/263) /

MpoussoscTBEHHOE NoApazaenenue-6, Burak Kxons,
Hanarapx Poya, Banau, Conan Jlucrpukr, X.I1. 173205,

H-p Pepnw’c Jlaboparopuc Jlta., Muans,

Hnpns (JInuensus Ne MNB/05/263)

Declaration of certification: «l 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/
Ipumeuanne: [Ipoaykr coorsercTeyet Tpebopanmsm HJ

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

Prepared by / Checked by /

IMposepeno: Pardeep Kumar

IMoxrorosnexo: Jitendra Mate //,
=

Approved by: Manager/Executive /
Onobpenio: Menemxkep / T’ykuno,m-rrenb

Manoj Kumar \\L?f«_f;" N/
I

Reprint Date /

Reprint Date /
Jara: 03.09.2024

JHata: 03.09.2024

Reprint Date /
Jlata: 03.09.2024
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Dr.Reddy’s ‘_.‘
CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIH3A

|Product : Nise Activgel (nimesulide) gel for external usc, 1 %, 50 g 0
Mpoaykr: Haiis® Aktusrens (HHMeCyiHi) rellb A8 HapYKHOTO npuMerenus, 1 %. 50 r _ |
Market / Privok : Russia / Poccus

Batch No. / . V240619 Batch Quantity / . 23,529 units /

Cepna Ne 3 Pa3syep cepui " 23,529 equnnn

Analytical Report No. / . 040002639301 Date of Analysis / : . 03.09.2024

AnaautHyeckni orver Ne Jara aHaax3a

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

JlaTa npou3BOOCTEA Toaeun j10

Mfg. License No. /

IIpousBoncTBeHRast : MNB/05/263 MA number: / Homep PY : JITI-Ne(001336)-(PI™-RU)

annensna Ne

Analysis performed according ND / Ananns nposenen mo HA: JITT-Ne(001336)-(PT-RU)-251022
Page 6of 6/ Crp. 6 u3 6

specifications in the Marketing Authorization dossjer of the importing country. Production, packaging and
testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian Economic

Union is establishedy.

3aK/II0YeH e 0 COOTBETCTBHH: «HACTOAIIMM s IONTBEPX/IALO, UTO MPHBE/EHHAs BBINE HHQOPMAIH ABISETCS
JOCTOBEpHOHt M TOYHOM. DTa Cepust IMPOAYKIHM NPOM3BENeHa (BKIIOYAd YIIAKOBKY (MapKAPOBKY) ¥ KOHTPOJb
KauecTBAa) HA BHINIEYKA3aHHOW IPOW3BOACTBEHHON IUIOManKe (IUIOINA/Kax) B IIONHOM COOTBETCTRHH C
TpeGosanuamy [Ipapun HajuTeXXaluei TPOM3BOICTBEHHON NIPaKTHKY EBPa3sHHCKOro SKOHOMUYECKOIo Coro3a (Ne
GMP/EAEU/RU/00554-2022 or 02 centabps 2022) u TpeOOBaHHAMH KOHTPOJS KadeCTBa JIEKAPCTBEHHBIX
CPEZCTB, a TAKXKE B COOTBETCTBHM CO CIELM(PHKALNIMY, COAEPKAMMAMHCA B PErUCTPAUNOHHOM JOCHE CTPaHBI-
HMITOpTEpa. 34lHCH [0 NPOM3BOACTBY, YIAKOBKE M aHAIH3y MPOBEPEHBI, M yCTAHOBNCHO MX COOTBETCTBHE
TpebSoBanuaM [IpaBmn Halexane IpOM3BOACTBCHHON NPAKTHKH EBpa3uifckoro 3x0HOMUYECKOTO COrO3an.

Remarks : The Product conforms to ND/ Conclusion ;: APPROVED /
Ipumeyanne: [Ipoaykr cooTsercTByeT TpebGoBannam HJ Zaxmwuenne: QJIOBPEHO
Prepared by / A Checked by / Approved by: Manager/Executive /
ITonrorosneno: Jitendra Mate /f" Iposepeno: Pardeep Kumar Onobpeno: Meremxep / PykoBosures
L p Manoj Kumar ' !

p CJ—-——:."’ ! hw_}iﬁff
Reprint Date / Reprint Date / Reprint Date /
Jara: 03.09.2024 JHara: 03.09.2024 . Hata: 03.09.2024




