Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS

CEPTHOPUKAT AHAJIN3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 172 205, INDIA
Tel : +91 981€6 56001-02
www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr: Haiis® Axrusrens (HUMeCyIHI) refb JUIsl HApYXKHOro npuMeneHus, 1 %, 50 T

Market / Ppltiok : Russia / Poccus

Batch No. / . V240614 Batch Quantity / ; 23529 units /

Cepus Ne Pasmep cepumu 23529 enuHun
Analytical Rep0ft No./ . 040002629577 Date of Analysis / . 26.08.2024
AHanuTHyeCkuii oTuer Ne JlaTta aganusa

Date of Mamufacture / . 08/2024 Date of Expiry / . 072026

JlaTa npou3BoaACTBa I'open no

Mifg. License No. /

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

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

Pagelof 6/Crp. 1136

E.f { Test / Ilokazarenn Result / PesyasTar Specification / Hopma
1. Description / Onucanne Homogeneous, transparent, pale- | Homogeneous, transparent, colorless to

yellow gel with characteristic odor /
OnHOpOaHBIA MpPO3pavHbId  Tenb
OneHO-KeToro 1BETA c
XapaKTepHBIM 3araxom

pale-yellow gel with characteristic odor /
OpHopoAHBIM TNpO3pauHBll  reab OT
HecupeTHOro 10 GIeAHO-KENTOro LBeTa
C XapaKTepHBIM 3aMaxoM

2. Identification / UnenTndguxanus

a) HPLC / BDXKX

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) / Bpems ynep>xuBaHHA
OCHOBHOI'O IMHKa Ha XpoMaTorpaMme

WCTIBITYEMOTO pacTBOpa JIOJDKHO
COOTBETCTBOBATH BpEMEHH
YAEP)KUBAHUS OCHOBHOIO ITMKa Ha
XpomarorpamMme pacTBopa
CTaHAAapTHOro ofpasua HUMecCyIHia
(paznen «KonuuyecTBeHHOE
OonpeeNieHue»)
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

I pumeuanne: [Ipoaykt coorBercTBYeT TpeboBanusm HJJ

3aknmwouenne: OJIOBPEHO

Prepared by /
IToarorosneHo: Rama Kant +
L

dul-

Checked by /
IIposepeno: Pardeep Kumar

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

Manoj Kumar ' J

Reprint Date /
JHata: 26.08.2024

Reprint Date /
Jara: 26.08.2024

Reprint Date /
Hara: 26.08.2024

Registered Cffice: 8-2-337, Road No. 3, Barijara Rills, Hyderabad - 500034, Telangane, India
Tel; +21 40 49001 2900, Fax: +97 40 4900 2999 Fmail mait@drreddys rom

CIN: L85195AP1584FLCOD4507
wvav.direddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIU3A

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

Vili. Khol, Malagarh Road, Baddi,
Distt. Solan, H.P., 173 2G5, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IMpoaykr: Haiis® Axrusresns (HUMeCynna) reflb JUISt HApYXHoro npuMeHenus, 1 %, 50 r

Market / Poitox : Russia / Pocenst

Batch No. / . V240614 Batch Quantity / . 23529 units /

Cepus Ne ) Pa3zmep cepun 23529 enuHul
Analytical Repovrt No. / . 040002629577 Date of Analysis / . 26.08.2024
AHanuTH4ecknii oryet Ne JlaTa ananu3a

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

JlaTa npousBoacTBa T'open no

Mfg. License No. /

ITpouseoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JuueH3us Ne

Analysis performed according ND / Auanu3s npoeeaed mo HJI: JITI-Ne(001336)-(PI'-RU)-251022

Page2 of 6/ Ctp. 23 6

b)UV spectrophotometry / Y-
cnektpodoTo MeTpus

Complies as prescribed
CooTBETCTBYET TpeOOBAHUAM

/

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / Y®-cnekrtp
NOIJIOWEHHUsT MCIBITYEMOro  pacTBOpa
JOJDKEH UMETh MaKCMMYM MOTJIOLIECHHUA
nipu 397+5 HM

3. | Weight of package contents / 51g/Slr According to Rus. Ph. / B coorBercTBHH
Macea coaepKHMoro ¢ Tpebopanusmu ['© PO
YHAKOBKH

4. | pH 3.26 25t04.5/0t12,5 n04,5

5. | Viscosity / BazkocTh

963.8 centipoise /
963.8 caHTHIya3

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

6. | Impurities / [Ipumecn

t. | Impurity C/
IMpumecs C

ii. | Impurity D/
ITpumecs D

Any other impurity /
JIroGas apyras npumech

iii.

Not detected / He 0OHapyxeHa

Not detected / He oOnapysxeHa

Below LOQ (LOQ = 0.03 %) / Hixe
npejena KoMYECTBEHHOTO ONPENETICHHUS
(TIKO = 0.03 %)

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

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

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

Remarks : The Product conforms to ND/
Ipumeuanne: [Ipoayxr coorercTByeT Tpeboanusm HJL

Conclusion : APPROVED /
3axmouenue: OJJOGPEHO

Prepared by / Checked by /
IToarorosneno: Rama Kant

ool

[Ipoeepeno: Pardeep Kumar

f—

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

Manoj Kumar {M

Ul

Reprint Date /
Hata: 26.08.2024

Reprint Date /
JlaTa: 26.08.2024

Reprint Date /
Jlara: 26.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2300, Fax: +91 40 4500 2999, Email: maii@direddys.com

CIN: L8S195AP1984PLCOO4507

WAWWRLArregays.com




Dr.Reddy’s Qf‘

CERTIFICATE OF ANALYSIS

Dr. Reddy’s Labceratories Ltd.
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P,, 173 205, IND!A
Tel : 491 98166 56001-02

www.drreddys.com

CEPTHOUKAT AHAJIN3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr: Haiis® Axtusrens (HUMECYJHA) refb 11 HApYKHOTO NpUMEHenUs, 1 %, 50 r

Market / PbIHok : Russia / Poccust

Batch No. / . V240614 Batch Quantity / . 23529 units /

Cepus Ne ’ Pasmep cepun " 23529 equnun
Analytical Repourt No./ . 040002629577 Date of Analysis / . 26.08.2024
AHanuTH4yeCkni oTyer Ne JlaTa ananusa

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

JlaTa npou3BoACTBA I'ogen o

Mfg. License No. /

IIponzBoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JIHeH3ust N2

Analysis performed according ND / Anasus nposeaed no HJ: JITT-Ne(001336)-(PI'-RU)-251022

Total impurities /
CymMa npumeceit

1v.

Below LOQ / Huxe npesiena
KOJIMYECTBEHHOTO OTIPEACTIEHUS

Page3 of 6/ Ctp. 3u3 6

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

7. | Microbial purity* / Muxpo6noJiornyeckasi 4¥acrora*

i. | Total Aerobic Microbial Count /
O6uiee uncio aspoOHBIX MUKPO-
OpraHu3MOB

Less than 10 CFU/g/
Memnee 10 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

ii. | Total Combined Yeast and
mould count / O6uiee uncio
JIPOXKKEBBIX U [UIECHEBBIX

rpuboB
ii. | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

Less than 10 CFU/g/
Menee 10 KOE/r

Absentin 1 g/
OtcyrctByeT B 1 1

Absentin 1 g/
OrcyrctByerB 1 1

Not more than
He 6onee 10 KOE/r

10 CFU/g

Should absentin 1 g/
OtcyrcrBue B 1 T

Should absent in 1 g/
OrcyrctBue B 1 1

8. | Assay/KoanuecrBeHHOe onpefe/ieHHe

Remarks : The Product conforms to ND/
Hpumeuanne: [Iponykr coorBercTByeT TpeboBanusm HJI

Conclusion : APPROVED /
3akawuenne: OJJOGPEHO

Prepared by /
IMoarorosneno: Rama Kant

Bud

Checked by /
Iposepeno: Pardeep Kumar

-

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoauresns

Manoj K 4 !
anoj Kumar L_;Liﬁé

Reprint Date /
Jata: 26.08.2024

Reprint Date /
Jlarta: 26.08.2024

Reprint Date /
JaTa: 26.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 25900, Fax: +41 40 4300 2939, Email: mai'@drreddys.com

CIN: L85395AP1S84FLC0O045)7
wwiw.drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

www.drreddys.com

CEPTU®UKAT AHAJIM3A

Product : N1se Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoaysr: Haiiz3® Aktusrens (Humecyinn) refib IS HapyxHoro npuserenis, 1%, 50 r

Market / PnsHox : Russia / Poccus

Batch No. / . V240614 Batch Quantity / . 23529 units /

Cepus Ne ) Pa3zmep cepunu © 23529 enuHuy
Analytical Repovrt No. / . 040002629577 Date of Analysis / . 26.08.2024
AHajquTHyeCknit oryer Ne Jata anaju3a

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

JlaTa npousBoacTBa T'ogen a0

Mfg. License No. /

IIpousBoacTBeHHasn : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PT-RU)
JIMLeH3Hs Ne

Analysis performed according ND / Anasin3 nposeaex no HJI: JITT-Ne(001336)-(PI'-RU)-251022

Page4 of 6/ Ctp. 4 m3 6
Nimesulide / 9.92 mg/9.92 mMr 9.0 mg to 11.0 mg of Ci3H12N20sS
Humecynun (99.2 %) (nimesulide) (90.0% to 110.0% of label
claim)in 1 g of gel /
Ot 9,0 mr go 11,0 mr Ci3H12N205S
(aumecymnun) (ot 90,0 % no 110,0 % ot
HOMMHAJILHOTO COZepikaHus) B 1 r rens
9. |Dimethyl sulfoxide / 99.8 % 90% to 110% of C2HeOS (dimethyl
JumernicyabdoxrcH sulfoxide) of label claim /
Ot 90 % n0 110 % C,HsOS
(aumeTuncynbpokcua) oT
HOMUHAJIBHOT'O CO/ICPKaHMUS
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 u3
JTAMUHUPOBAHHOIO AaNIOMHMHMS, CHaOXEeHHYI0O MeMOpaHOHM /11 KOHTpOJs
nepeoro BekpsiTust. Kaxayro TyOy BMecTe ¢ MHCTPYKLMEH MO MEULIMHCKOMY
NPUMEHEHHIO MOMELIAIOT 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.

*TIokazaTesib MOKET OTCYTCTBOBATH B cepTHQHKATe aHATH3a npou3BoauTens. [IpoussoanTens
rapaHTHpPYeT KauecTBO Npenapara o 3THM I0KAa3aTeJIsiM.

Remarks : The Product conforms to ND/
Ilpumeuanne: [Iponykr cooTBeTcTBYeT Tpebosanuam HJI

Conclusion : APPROVED /
3axnrovyenue: OJJOBPEHO

Prepared by /
[Moarorosneno: Rama Kant

e

Checked by /
[posepeno: Pardeep Kumar

of—

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

Manoj Kumar 1, r (
il b

Reprint Date /
Jara: 26.08.2024

Reprint Date /
Jara: 26.08.2024

Reprint Date /
Jata: 26.08.2024

Registered Office: 8-2-337, Road No. 3, Barjara Rills, Hyderabad - 500034, Telangana, Indis
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mai:@drreddys.com
CIN: L85195AP1S84FPLCO04A5)7

wyawvdireddys.com




Dr.Reddy’s ‘,‘:‘

Dr. Reddy’s Laboratories Ltd.

Formulaticn Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Sofan, H.P., 173 205, IND!A

Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Hpoaykr: Haiis® Akrureib (HUMecyJIHA) reib AJs HApYKHOTO npuMeHeHus, 1 %, 50 r

Market / Pu1Hok : Russia / Poccus

Batch No. / . V240614 Batch Quantity / . 23529 units /
Cepus Ne ) Pasmep cepuu © 23529 eaunyy
Analytical Report No. / . 040002629577 Date of Analysis / . 26.08.2024

AHanuTH4YeCkuii oTuer Ne

JlaTa ananusa

Date of Manufacture /
JaTa npousBoaCTBA

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

T'open oo

Mfg. License No. /

IIpousBoacTBeHHasi : MINB/05/263

Januensus Ne

MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)

Analysis performed according ND / Anasius nposeaex mo HJ: JITI-Ne(001336)-(PI'-RU)-251022

PageS5of 6/ Ctp. Su3 6

| (VIHH):

API name (INN) / HaumcnoBanue ADC

Nimesulide / Humecynun

API manufacturer batch number / NMS/14050321
Howmep cepun npounssoaureis ADPC:

FP Manufacturer API Batch number /

Howmep cepuu cyGcTaHIHH FERA00365
npoussoaurens I'JIdD:

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

Release site /

JIMIEH3HN MJIOIIAJAKH,
OCYUIeCTRIIA IO

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

HaumeHoBaHue, aipec H HOMep

NPOH3BOACTBO/KOHTPOJID
kayecTBa/Bpinyck I'JI® /

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan (HP) 173205, India (License No MNB/05/263) /
I-p Peanu’c Jlabopatopwuc JIta., Unaus,
IMpousBoacTBEHHOE NIoApa3aeneHue-6, Bunnamk Kxoons,
Hanarapx Poyn, banau, Conan JQucrpukr, X.I1. 173205,
Wupus (Jluuenzus 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

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

Ipumeuanue: [Iponykr cootBeTcTByeT TpeboBanuam HJL 3akawuyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ipoeepeno: Pardeep Kumar Onobpeno: Menemkep / Pykooaurenb

IHoarorosneHo: Rama Kant
g

. Manoj Kumar
- . J

=

Reprint Date /
Jlara: 26.08.2024

Reprint Date / Reprint Date /
Hara: 26.08.2024 Jara: 26.08.2024

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

Tel: +91 40 490G 2500, Fax: +51 40 4900 2999, Email: mai:@direddys.com
CIN: L85195AP1584FLCO04507
www.direddys.com




Dr. Reddy's Laboratories Ltd.
‘ @ Formulaticn Unit-6
R ! s @ Vill. Khol, Nalagarh Road, Baddi
Dr. eddy S Ne Distt. Solan, H.P, 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS o o0
CEPTUQUKAT AHAJIM3A

Product : Nis¢ Activgel (nimesulide) gel for external use, 1 %, 50 g
Mponykr: Haiiz® Akrusresns (HUMECYIIL) res s HapyKHOTO npuMenenns, 1 %, 50T

Market / Poitok : Russia / Poccus

Batch No. / . V240614 Batch Quantity / . 23529 units /

Cepusi Ne Pasmep cepun 23529 enyHun
Analytical Repourt No. / . 040002629577 Date of Analysis / . 26.08.2024
AHanuTnyeckuii oryer Ne JlaTa aHanu3za

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

JaTa npousBoacTBa T'onen no

Mfg. License No. /

IIpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JHI-Ne(001336)-(PI"-RU)
JHLEeH3us Ne

Analysis performed according ND / Ananus nposegen no HJL: JITI-Ne(001336)-(PI'-RU)-251022
Page 6 of 6 / CTp. 6 3 6

testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian Economic
Union is established».

3akJ/04uenne 0 co0TBeTcTBUH: «HacTosmmm s TOATBEpIK/Iat0, YTO IMPHBEACHHAs Bl HHPOPMAIHS SBISCTCA
JOCTOBEPHOU M TOYHOM. DTa CepUsl MPOAYKIMH IPOU3BENcHA (BKIIOYAs yNAKOBKY (MapKHpPOBKY) M KOHTPOIb
KadyecTBa) Ha BBHINICYyKa3aHHOW IPOM3BOJICTBEHHOHM IIIomaake (IUIOIIagKax) B IIOJIHOM COOTBETCTBHH C
TpebopanusmMu [lpaBun Haanexamei MPOU3BOJICTBEHHOM NMPAKTHKKH EBpasuiickoro 3KOHOMHYECKOTO coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceursbps 2022) u TpeOOBaHMAMM KOHTPOJII KadecTBa JIEKAPCTBEHHBIX
CPEJICTB, a TaKXKe B COOTBETCTBUU CO CHENU(PUKAIUIMH, COACPXKAIMUMHUCS B PETHCTPALIMOHHOM JI0ChE CTPaHbI-
UMITOpTEPa. 3anMCH N0 IPOHU3BOACTBY, YNAKOBKE H aHaIM3y IIPOBEPEHBI, M YCTAHOBJIEHO HX COOTBETCTBHE
tpeboBanmsaM [IpaBui Hauiexkale# pou3BOACTBEHHON NIPAaKTUKH EBpa3suiickoro 3KOHOMHYECKOTO COXO3a».

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

Hpumeuanne: [Iponykr cooteeTcTByeT TpeboBanusm HJJ 3akmouenne: QJIOBPEHO

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

IMoaroroeneHo: Rama Kant [Tposepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoauTenb
W' f Manoj Kumar l’h“n 2 "[’

Reprint Date / Reprint Date / Reprint Date /

Jlara: 26.08.2024 Jlara: 26.08.2024 Jara: 26.08.2024

Registered Office: 8-2-337, Road No. 3, Barnjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1S84FLCO04507
www.drreddys.com




