Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJTM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sclan, H.P., 173 205, iNDIA
Tel : +91 98166 56001-02
www.drreddys.com

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

Mpoaykr: Hafiz3® AkTiBrenp (HuMeCyIin) reas Ang HApYkHOTO npuMetchid, 1 %, 50 ¢

Market / Pesnok

: Russia / Poccus

Batch No. / . V240628 Batch Quantity / . 23,529 units /

Cepus Ne ) Pasmep cepHu " 23,529 caunnig
Analytical Repo:'t No./ . 040002642646 Date of Analysis / . 03.09.2024
AHannTHYECKHIT oTueT Ne JlaTa aHa1M3a

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

HAara nponsgoncTea Tonen no

Mi{g. License No. /

ITponssoacTBeHHARA : MNB/05/263- MA number: / Homep PY : JIMT-Ne(001336)-(PT-RU)
nuuenzns Ne

Analysis performed according ND / Auasu3 nposesen no H: JII-Ne(001336)-(PI'-RU)-251022

Page 10of 6/ Crp. 113 6

Test / [TokazaTean

Result / PezyabTar

Specification / Hopma

1. | Description / Onucanne

Homogeneous, transparent, pale-
yellow gel with characteristic odor /
OnHoponHbiif Mpo3pauHblit Tenb
61eIHO-XKENTOTO 1BeTa c
XapaKTEPHbIM 3a0aX0M

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor /
OpsopoaHslii  TPO3pauHbId  renb  OT
fecuBeTHOTO 10 GIIeIHO->KENTOro LBETa
C XapaKTepHbIM 3a0aX0M

' 2. | Identification / Maentunxanus

a) HPLC / BXX

Complies as prescribed /
CooTpercTnyeT Tpebonainm

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 ynepxuBaHus

ITpumevanue: [IpofyKT COOTBETCTBYET Tpebopanuam HJJ

OCHOBHOIC IMKa Ha XpoMmarorpamme
MCIBITYEMOTO pacTBopa JIOJDKHO
COOTBETCTBOBATH BpeMEHH
yIOEPKUBAHWUS OCHOBHOTO MHKa Ha
XpomarorpamMMe pacTBopa
CTaHOApTHOTO obpasua HHMeCYJIMAa
{pasnen «KonuuectBeHHOE
onpefencHue»)
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

3armouenne: OJIOBPEHO

Prepared by /

Checked by /
IIposepetio: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosoaurenp
l/,.

Jara: 03.09.2024

Ioarorosneno: Rama Kant
%‘A%u}’/ I = Amit Kumar f‘\)"‘/ -
Reprint Date / ; Reprint Date / Reprint Date / N

Jata: 03.09.2024

Jara: 03.09.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangane, India
Tel: +51 30 4300 29C0, Fox: +81 40 4500 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCOD4507
www.drreddys.com




Dr.Reddy’s ‘g‘

CERTIFICATE OF ANALYSIS
CEPTHPHKAT AHAJM3ZA

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

Vilt. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
iel : +91 98166 56001-02
www.drreddys.com

Product : Nise ActivgeF(BimEsulide) gel for external use, 1 %, 50 g

Mpoayxr: Haliz® AxTusrens (HHMECYNI) reib A1s HAPYIHOTO npuvMeneHis, 1 %, 50 ©

Market / Puinok : Russia / Poccus

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

Cepus Ne > VA Pa3mep cepun " 23,529 exunni
panglyteal Hepore No-/ : 040002642646 ate of Andlysis / : 03.00.2024
AHajquTH4yeckuii oTueT Ne Hdara anann3a

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

JlaTa npon3BoACTEA Tonex Ao

Mfg. License No. /

[MpouseoacTBenHas : MNB/05/263 MA number: / Homep PY : JII1-Ne(001 336)-(PT-RU)
mHuensun Ne

Analysis performed according ND / Anaans nposeaen mo HJT: JITI-Ne(001336)-(PT-RU)-251022

Page2 of 6/ C1p. 2 3 6 B

No/

Test / Ilokazareas
No

Result / PesyasTaT

Specification / Hopma

b)UV spectrophotometry / Y-
criekTpodoTo MeTpus

Complies as prescribed 7
CoorsercTByeT Tpe6OBaHHAM

UV absorption spectrum of the test
solution should have absorption

maximum at 397+5nm / V®-cnextp

NOTYIOLIECHHS MCHBITYEMOrO pacTBopa
NOSKEH UMETH MAKCUMYM IOIJIOWEHHA
npy 397+5 Hm

3. | Weight of package contents / 50g/50r According to Rus. Ph. / B cooTBeTCTBHH
Macca coxepRHMOro ¢ Tpebosanuamu 'O PO
YIaKOBKH

4. | pH 3.18 25t04.5/012,5004,5

5. | Viscosity / Bazkocts

970.3 centipoise /
970.3 cauTtumyas

400 to 1,200 centipoise /
OT1 400 go 1200 canrunyas

6. | Impurities / Ipamecu

i. | Impurity C/

Not detected / He oGHapyena

Not more than 0.50 % /

ITpumecs C He 6onee 0,50 %
ii. | Impurity D/ Not detected / He oOuapyskeHa Not more than 0.50 % /
[Mpumece D He 6onee 0,50 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Ipumeuanne: [lpoaykt cootseTcTByeT TpeboBanuam HIL

3axnouenne: OOBPEHO

Prepared by /
Hoarotosnedo: Rama Kant

ol

Checked by /
[Mposepeno: Pardeep Kumar

S

Approved by: Manager/Executive /
Opobpero: Menemxep / PykOBOOHTENb
Amit Kumar -

~
N~ =
f\ =

Reprint Date /
Iarta: 03.09.2024

Reprint Date /
Hata: 03.09.2024

Reprint Date /
Jara: 03.09.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +81 40 4900 2900, Fax: +51 40 4500 2999, Ermail: maii@drreddys.cam

CIN: L85195AP1384PLCO04507
wyswdrreddyz.com




Dr.Reddy’s “5.'.

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTU3A

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

Vili. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tet : +91 98166 56001-02
www.drreddys.com

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

HNponyer: Hans® AxTysrens (HUMECYTIT) TeNb I HAPYWHOTO NpHMeneHns, 1 %, 50

Market / PoiHok : Russia / Poccns

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

Cepusi Ne 1210628 Pasmep cephi " 23,529 eaunnu
Analytical Repo_rt No./ . 040002642646 Date of Analysis / . 03.09.2024
Anamurnuecknii oryer No JlaTa ananusa

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

JlaTa npon3BoACTBa Tonex no

Mifg, License No. /

IIponsBoacT BeHHAs : MINB/05/263 MA number: / Homep PY : JI[I-Ne(001336)-(PT-RU)
JHnensin Ne

Analysis performed according ND / Araaus nposexen no HJL: JITT-Ne(001336)-(PI-RU)-251022

Page 3 of 6/ CTp. 3 M3 6

';J: ) Test / IlokazaTenn Result / PesynbTat Specification / Hopma

iii. | Any other impurity / 0.03% Not more than 0.50 % /

Jlic6an apyras npumecs He 6onee 0,50 %
iv. | Total impurities / 0.0359% Not more than 1.50 % /
CymMa rpumeceit He 6oiree 1,50 %
7. | Microbial purity* / MukpoGuoioruyeckas uncrora®
i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
O61uee uncno a3pobHEIX MHKPO- He 6onee 100 KOE/Tr
OpraHH3MOR '
ii. | Total Combined Yeast and NA Not more  than 10 CFU/g
mould count / Obwee uncio He 6onee 10 KOE/r
JPOAOKEBLIX H TUIECHEBBIX
rpubos
iii. | Pseudomonas aeruginosa NA Should absentin 1 g/
OrcyrctBHe B 1 1T

iv. | Staphylococcus aureus NA Should absentin 1 g/
OtcytcTBHe B 1 T

8. | Assay/KosHuecTBeHHOE OnpeesieHHe

Remarks : The Product conforms to ND/
Ipumeuanue: ITpoaykr cooTBeTcTBYET Tpebosanusm HJ

Conclusion : APPROVED /
Jaxmouenue: OJJOBPEHO

Prepared by /
IMogroroeneno: Rama Kant

Bl

Checked by /
TMposepeno: Pardeep Kumar

o —

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

Amit Kumar =\
J}-\t"/

Reprint Date /

JHara:

03.09.2024

Reprint Date /
JHara: 03.09.2024

Reprint Date /
Hara: 03.09.2024

Pegistered Oifice: 8-2-337, Road No. 3, Banjara Hills, Hyderakbad - 500034, Teisngana, [ndia
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.cam

CIN: L85195A4P1984PLCNNA507

wiwvwdrreddys,com




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

Se
Dr. R&ddy’s ‘;’ Vilt. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUOHKAT AHAJIM3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Tponyicr: Haiis® Axrusrens (HHMeCynHI) resb 18 HapyKHOro npumenenus, 1%, 50 r e

Market / Pe1tiok : Russia / Poccus

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

Cepus No o 2O Paamep cepun 23,529 enuunL
Analytical Repo:'t No. / . 040002642646 Date of Analysis / . 03.09.2024
AHANUTHYECKRH 0TUeT No Hara awanmnza

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

HaTa npon3BOACTBA Topen 10

Mfg. License No. /

Ilpou3goacTrBeHHAsR : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)

JIHLEeH3Hn Ne
Analysis performed according ND / Ananus npoBeaex mo HJI: JIIT-Ne(001336)-(PI -RU)-251022

Page 4 of 6/ Crp. 4 13 6

No /

Ne Test / IlokazaTens Result / PesyabTar Specification / Hopma

Nimesulide / 9.87 mg/9.87 Mr 9.0 mg to 11.0 mg of C1sH12N205S
Humecysun (98.7 %) (nimesulide) (90.0% to 110.0% of label
: claim) in 1 g of gel /

Ot 9,0 mr go 11,0 mr Cy3H2N20s8
(ruumecymin) (ot 90,0 % no 110,0 % ot
HOAMUHATTRHOTN CONENWAHUS) R | T Tems

9. |Dimethyl sulfoxide / 100.5 % 90% to 110% of C:HOS (dimethyl
sulfoxide) of label claim /

O1 90 % 1o 110 % C;HsOS
(aumeTHncynbhokeHn) oT
HOMHMHAJILHOTO CONEPIKAHMA

JuMeTHACYIBPoKCH/

10. |Package/ Ynaxoska 50 g in a laminated aluminum tube equipped with tamper-evident membrane.
Each tube and a patient information leaflet in a carton. / Tlo 50 r B TYOY u3
NaMHHHPOBAHHOTO ANIOMUHMS, CHabXeHHYI0 MeMOpaHOH Ans KOHTpOR
nepsoro BekpeiTua. Kaxayio Ty6y BMecTe ¢ MHCTpYKIHeH N0 MeIHUMHCKOMY
TIPHMEHEHHIO MTOMELIAIOT B NAUKy 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.

*TloxazaTenb MOXKET OTCYTCTBOBATH B cepTHMKaTe aHaTH3a npon3soauTens. IlpousBoanTens
rapaHTHPYET KAYCCTRBO NPENnapara mo 3THM NMOoKa3aTeJsIM.

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

IIpameuanne: [ponykT cooTBeTcTBYET TpeboBaHUAM H/JL 3axmouenne: OJOBPEHO

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

IMoaroroeneHo: Rama Kant Tposepeno: Pardeep Kumar Onobpeno: Menemkep / PYKOROHTED
( \ ’ Amit Kumar -
JoV o= e

Reprint Date / Reprint Date / Reprint Date /

Hara: 03.09.2024 JHara: 03.09.2024 Jlara; 03.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4500 2959, Email: mail@drreddys.comn
CiN: L8S195AP1984PLCO04S07
wiwvw.drreddyz.com




Dr.Reddy’s Q‘:.P

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJMA3A

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

Vil'. Khol, Nalagarh Road, Badd;,
Distt. 5alan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Tpoaykr: Haiis® Axrusrens (HUMCCY) Teb Jurg HAPY#HOro npumMenenitd, 1%, 50 r

Market / Pritor : Russia / Poccus
Batch No, / - Batch Quantity / . 23,529 units /
Cepus No YN8 Paimep ceph 23,529 enuHnL
Analytical Report No. / . Date of Analysis/

s : 03.09.2
Axanuradecknii orger Ne U= Jara ananuza 03.00.0%
Date of Manufacture / . 08/2024 Date of Expiry / . 07/2026
JlaTa npon3BoaCcTRA Copen 10 |
Mfg. License No. /
IIponssoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JI[I-Ne(001336)-(PT-RU)
nuuenzus Ne

Analysis performed according ND / Ananus niposesien mo HJL: JITT-Ne(001336)-(PT-RU)-251022

Page S5of 6/ Ctp.5u3 6

API name (INN) / Haumenosanne APC
(MHH):

Nimesulide / Humecynwn

Howmep cepuH cy6cTaHuun
npounzsoguTens [JIP:

API manufacturer batch number / NMS/14060340
Homep cepnu nponssogutens APC:
FP Manufacturer API Batch number /

FERA00369

API Manufactured by & country /
Ilponssoaurens A®C, crpana:

Aarti Drugs Ltd., India /
Aaptu Hparc JTta., Muaus

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

HaumenoBaumue, aapec H HOMep
JIHIEH3HH NIOIAJKH,
ocyluecTBIsIOUIei
NPOH3BOACTBO/KONTPOIE
xadecTea/Boinyck [JID /

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Release site / Distt. Solan (HP) 173205, India (License No MNB/05/263) /
J-p Peuv’c JTabopatopuc JIta., MHzaus,
ITpouseoacTsennoe noapazaencuue-6, Bunnamx Kxonsb,
Hanarapx Poya, Banam, Conan Juetpuxr, X.[1. 173205,
Wnaua (JTuuensus 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

Remarks : The Product conforms to ND/

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

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

MMoarotoeneso: Rama Kant Y [Tpoeepetio: Pardeep Kumar Opobpero: Menemrep / E_vmwnmenh
. v . , Amit Kumar N

Reprint Date / . Reprint Date / Reprint Date/

Jara: 03.09.2024 Jara: 03.09.2024 Hara: 03.09.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4903 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.cam
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s Q3¢

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

Vilt. Khoi, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS

= www.drreddys.com
CEPTHOWKAT AHAJIA3A i

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g -
Hponygr: Haiis® Aktusrens (HuMecyana) res s HapYKHOTo npuMenenus, 1 %, 50 r

Market / Pestox : Russia / Poccna

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

Cepus Ne FTVE3628, Pasmep cepu ' 23,529 enubuy
Analytical Repoft No./ . 040002642646 Date of Analysis / . 03.09.2024
AHajanTnyeckuii oTyer Ne JlaTa aHanH3a

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

JlaTa npon3BOACTBA T'open oo

Mfg. License No. /

TpousBoacTBeHHAR : MNB/05/263 MA number: / Homep PY : JITT-Ne(001336)-(PI-RU)
Jauuerzus Ne

Analysis performed according ND / Auaanz nposesen no HJl: JIN-Ne(001336)-(PT-RU)-251022
Page 6 of 6/ CTp. 6 13 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».

3aK09eR e 0 cOOTBETCTBUN: «HAaCTOAIIMM S TIOATBEPKIAIO, YTO NPHBENCHHAS BIIIE HHPOPMALIUS SABISIETCS
JOCTOBEpHOH H TOYHOH. JTa cepus NPOAYKIHY [POH3BENEH (BKJIFOYAs YIAKOBKY (MapKHPOBKY) M KOHTPOJIb
KauyecTBa) HA BBILEYKA3aHHOM NPOM3BOACTBEHHOH IUTOMafKe (IUIOLIAAKAX) B IOJHOM COOTBETCTBHH C
Tpe6GoBannsaMy TIpaBm Haanexalell NPOU3BOACTBEHHOMN NPAaKTHKY EBpa3sHicKOro s5kOHOMHYECKOIo coio3a (Ne
GMP/EAEU/RU/00554-2022 or 02 ceutabps 2022) u TpeOOBaHMAMH KOHTDOJNS Ka4yeCTBa JEKapCTBEHHBIX
CPENICTB, a TaK)XKe B COOTBETCTBUM CO CleNHPHKAMAMH, COAEPKAIIAMHCS B PETHCTPAITHOHHOM IOCBC CTPAHBI-
HMIIOpTepa. 3alliCH JIO NPOU3BOACTBY, YMAKOBKE M aHAM3Y MPOBEPEHBI, M YCTAHOBIEHO HX COOTBETCTBHE
Tpe6oBanusM [Ipapui Haiexamei Mpou3BOACTBEHHON MPaKTHKY EBpasHiiCKoro SKOHOMUIECKOrO COIO3a.

Conclusion : APPROVED /
3axmouenue: OJJTOBPEHO
Approved by: Manager/Executive /
Onobpeno: Menemkep / P)’I\OBOEHTeJ'I}':

Remarks : The Product conforms to ND/
Ipumeuanne: [Iponykr cooteeTcTByeT TpeboBanusm HJ{

Prepared by / Checked by /

TToarorosnerio: Rama Kant t\ [Tpoeepeno: Pardeep Kumar
&LL\UL ) {_" i Amit Kumar \\ ,~
T 4
Reprint Date / Reprint Date / Reprint Date /

Hara: 03.09.2024 Hara: 03.09.2024 Hara: 03.09.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Rills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCD04507
www.drreddys.com




