Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

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

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

Product : Nise Activgel (nimesulide) gel for cxternal usc, 1 %, 50 g
Hponyit: Haiis® AKTUBress (Hupecynna) refls Js napyxuoro mnpivenenns, 1%, 50 ¢

Market / Poinok : Russia / Poccus

Batch No. / L R Batch Quantity / _ 23420.000units / i
Cepua Ne i Pa3mep cepHit * 23420.000 enmnuHl

Analytical Repo»rt No./ . 040002772722 Date of Analysis / . 29.12.2024

AHanuTHYecknit 0T4YeT Ne JaTa aHanH3a

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

JlaTa npousBoacTBa Topen oo

Mfg. License No. /

IIpoussoacTeeHHas : MINB/05/263 MA number: / Homep PY : JIM-Ne(001336)~(PI'-RU)

JuucH3ua Ne

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

Test / MonasaTess

Rosult / Pesyavtur

Page 1 of 6/Ctp. 1u3 6

Specilleadivn / Hopaau

1. | Description / Onucanne

Homogeneous, transparent, pale-
yellow gel with characteristic odor/
OnHoponHBllf Mpo3pavHBIH  refb
f1enHO-XKeNTOro 1[BeTA €
XapaKTepHBIM 3araxoM

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor/
QOpHoponHBId TPO3pa4yHbId  relb  OT
6ecLBETHOro A0 G1eAHO-KENTOrO BeTa
C XapaKTepHBIM 3aI1aXOM

2. Identification / MnenTuduxanus

a) HPLC / BOXXX

Complies as prescribed /
CoOTBETCTBYET TPEOOBAHMAM

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 yzepyxupanus
OCHOBHOTO MHKAa Ha XpOMaTorpaMme

HCTIBITYEMOTO pacTBopa IOTDKHO
COOTBETCTBOBATh BpEMEHH
YOEp)KHBaHHA OCHOBHOMO MNHMKa Ha
XpOMaTorpaMme pacTBopa
cTaHmapTHoro ofpasia HHMeCYJHIa
(pazmen «KonnuectseHHOE
ornpeneneHHe»)

Remarks ; The Preduct conforms to ND/

IIpumeuanne: [IpoaykT cooTBeTcTBYeT TpeboraHuam HJI

Conclusion : APPROVED /
3axmouenne: OLOBPEHO

Hara: 29.12.2024

Hara: 29.12.2024

Prepared by / Checked by / Approved by: Manager/Executive /
TMonaroroneHo: Santosh Kuma% [poeepeno: Pardeep Kumar Onobpeno: Menemxep / Pyxosonutens
Maurya = Amit Kumar b

b i o
Reprint Date / Reprint Date / Reprint Date / '

Hara: 29.12,2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2200, Fax: +91 4C 4900 2999, Email: maii@drracdys.com

CIMN: L8S135AP1984PLCO04507
www.drreddvs.com




Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDJA
Tel : +91 98166 56001-02

CEPTHPHUKAT AHAJIM3IA

wwiw.drreddys.com

[Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mponykr: Haiis® AxTyBrens (HuMecyin) refib I HapyxHoro npuMenenns, 1 %, 50 r

Market / Pbisox : Russia / Poccus

Batch No. / - Batch Quantity / _ 23420.000units / = T
Cepusn Ne ) Pasyep cepun ' 23420.000 eamEnm

Analytical Repo“rt No./ . 040002772722 Date of A.nalysis! . 20.12.2024

AHaauTHYeckui oTdeT Ne JlaTa ananuia

Date of Manufacture / < 12/2024 Date of Expiry / . 11/2026

[aTa npon3BoacTBa T'oneH go

Mfg. License No. / =
IIpon3poacTrenHas : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PI'-RU)

auuensus Neo

Analysis performed according ND / Anaan3 nposeaen no HJI: JITI-Ne(001336)-(PT-RU)-251022

Page20f 6/CTp. 213 6

' No/

Ne Test / IloxazaTean

Result / Pesyabrar

Specification / Hopma

b)UV spectrophotometry / V-
cnekTpodoTo MeTpHS

Complies as prescribed
CoorBerctyeT TpebGoBaHWAM

/ | UV absorption spectrum of the test
solution should have absorption
maximum at 397+5 nm / V®-cnextp
MOITICIEHHS MCILITYeMOTO pacTBOpa
LIOJIAEH MMETh MaKCHMYM IOIJIOLICHHUS
npu 397+5 aM

3. | Weight of package contents / 50g/50r According to Rus. Ph. / B cooTBeTcTBHMH
Macca coaep:KEMOro ¢ Tpebosanusmu '@ PO
yNaKOBKH

4. | pH 3.26 25t04.5/01r2,5004,5

5, | Viscasity / Ratkncry 956 centipoise / 400 to 1,200 centipoise /

956 canTHyas

Ot 400 5o 1200 canTummyas

6. | Impurities / [Ipumecn

Ilpumeyanne: Ipoayxt cooTBeTcTByeT TpeboBaHKAM HIL

i. | Impurty C/ Not detected / He 06HapykeHa Not more than 0.50 % /
Ipumecs C 4 He 6onee 0,50 %
ii. | Impurity D/ Not detected / ne obHapy#xeHa Not more than 0.50 % /
Tlpumces D e 6onee 0,50 % .
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Jaxmogenne: OJOBPEHO

Prepared by /
IMonrorosneHo: Santosh Kuma %

Maurya L

Checked by /
[Ipoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: MeHemxkep / Pykosoautesns
Amit Kumar N

of

Reprint Date /
Mara: 29.12.2024

Reprint Date /
Hara: 29.12.2024

Reprint Date / !

Hara: 29.12.2024

Registered Office: 8-2-337, Road No. 3, 8anjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4C 4500 2939, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507

www.drreddvs.com




Dr.Reddy’s Qi"

CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIA3A

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

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

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
TpoaykT: Haits® AKTHBrenb (HHMECY//) Fellb A4 HapyKHOTO NpuMenennd, 1 %, 50 r

Market / Prinok : Russia / Poccus

Batch No. / e Batch Quantity / 23420.000units/
Cepus Ne i Pa3mep cepiti * 23420.000 egutuL
Analytical Report No. / . 040002772722 Date of Analysis / . 29.12.2024
Ananuruyeckuii oryer Ne JaTa ananusa

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

JlaTa npoM3eoAcTBA T"ofen 10

Mfg. License No. / '

IponssoacTBeHHAR : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)~(PI"-RU)
JiHuen3us Ne

Analysis performed according ND / Ananu3s nposenen no HJL: JIII-Ne(001336)-(PI'-R1))-251022

Page3 of 6/ Ctp- 3 u3 6

CyMMma nipuMeceit

JI::) 1 Test / [TokazaTenn Result / Pe3yabTaT Specification / Hopma
iii. | Any other impurity / 0.03% Not more than 0.50 % /

Jliobas gpyras npuMech He 6onee 0,50 %
iv. | Total impurities / 0.1% Not more than 1.50 % /

He 6onee 1,50 %

7. | Microbial purity* / Mukpo6HoIOrHYeCKasA YHCTOTA™

i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
O6uiee gMco a3pOoGHBIX MHKPO- He 6onee 100 KOE/T
OpraHu3MOB
ii. | Total Combined Yeast and NA Not  more  than 10 CFU/g /
mould count / Q6uiee *nicio He Ganee 10 KOF/r
JPOMOKEBBIX H IIECHEBBIX
rpuboB
iii. | Pseudomonas aeruginosa NA Should absentin 1 g/
OrcyrctBue B 1 1
iv. | Staphylococcus aureus NA Should absentin 1 g/

Otcyrcreue B 1 1

8. | Assay/ KosmnuecTBeHHOe onpeJeieHHe

Remarks : The Product conforms to ND/
ITpumeuanne: [IpogyKT COOTBETCTBYCT TpeboBanuam HJI

Conclusion : APPROVED /
3axnaruenne: OJIOBPEHO

Prepared by /
Hoarorornero: Santosh Kumar

Maurya @1

Checked by /
ITposepeno: Pardeep Kumar

o -

Approved by: Manager/Executive /
Opobpeno: Mexemxep / Pykosonurens
Amit Kumar A

i

8

Reprint Date /
Hara: 29.12.2024

Reprint Date /
Hara: 29.12.2024

Reprint Date /
JaTa: 29.12.2024

Pegistered Office: 8-2-237, Road No. 3, Baijara Hills, Hyderabad - 500034, Telangana, india
Tei, +91 30 4900 2900, Fax: +91 4C 4300 2939, Email: mait@drreddys.com
CIN: L85155AP19S4PLCO04507

waww.drreddvs.com




Dr.Reddy’s ‘,’:‘

CERTIFICATE OF ANALY

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

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, IND}A

. +Q° 1 d
SIS Tel : +91 98166 56001-02

www.drreddys com

CEPTUOHKAT AHAJIU3A

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

|Opoayrr: Haiis® AKTHBreNs (Hisecy i) resb A Hapyskiero npusenenns, 1%, 50 r

Market / Peinox : Russia / Poccus

Batch No. / o Jra Batch Quantity / ~23420.000units / =
Cepua Ne ’ Pasmep cepuu * 23420.000 ennHuI

Analytical Repo:'t No./ . 040002772722 Date of Analysis / . 20.12.2024

AHanuTHyeckuii oTaeT Ne JlaTa aHanu3a

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

JlaTa npon3eoiacTaa Tonen o

Mfg. License No. /

Ilpon3BoacTBEHHAS :+ MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT -RU)

nuuessns Ne

| Analysis performed according ND / Anaans nposcien o HJL: JIN-Ne(001336}-(PI'-RU)-251022

Page 4 0f6/Crp. 4wz 6

i.:) / Test / IlokazaTtens Result / PesynbraT Specification / Hopma
| Nimesulide / 9.87 mg / 9.87 mr 9.0 mg to 11.0 mg of C1sH12N2058
Humecynun (98.7 %) (nimesulide) (90.0% to 110.0% of label
claim) in 1 gof gel /
Ot 9,0 MT OO 11,0 mr Ci3H12N205S
(uumecymun) (ot 90,0 % 10 110,0 % ot
HOMHHAJILHOTO cofepikaHus) B 1 r ress
9, |Dimethyl sulfoxide / 101.2% 90% to 110% of C;H¢OS (dimethyl
JumernicynbgorcHn sulfoxide) of label claim /
Ot 90 % 10 110 % C;HeOS
(anmeTHICYIB(QOKCHN) OT
HOMHHAITBHOI'O COACPIKAHHA
10. | Package/ Ynakoska 50 g in a laminated aluminum tube equipped with tamper-evident membrane.
Each tube and a patient information leaflet in a carton. / Ilo 50 r B TyOy 3
TIAMHHMPOBAHHOTO AIIOMHHHMSA, CHabXeHHY0 MeMOpaHOH I KOHTpOA
NEPBOro BCKPHITHA. Kaxayio TyOy BMECTe ¢ HHCTPYKLUHEH 110 MENULIMHCKOMY
TIPUMEHEHHUIO TIOMELUAIOT B NMa4Ky 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.

*Tloka3aTe b MOXKET OTCYTCTBOBATH B CepTHQHKATE aHATH3a npoussoguTens. IlpousBoanTtenb
rapaHTHPYET KA4eCTBO PeNapara mo 3THM MOKa3aTe M.

Remarks : The Product conforms to ND/

TIpumeuanne: [Tponykr cooTBercTByeT TpeboBaHMsM HJI

Conclusion : APPROVED /
3axnouenne: OJOBPEHO

Prepared by /
IoaroTosneHo: Santosh Kum%
Maurya pl—

P )

Checked by /
ITposepeno: Pardeep Kumar

h—

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykoroaurens
L.

Amit Kumar N

Reprint Date /
Jlarta: 29.12.2024

Reprint Date /
Jara: 29.12.2024

Reprint Date /
Jara: 29.12.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel. #91 40 4900 2900, Fax: +91 40 4900 2929, Email: maii@drrzddys.com

CIN; |.85195AP19S4PLCO04507
wuvvdrreddys.com




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

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

Dr.Reddy’s “:"

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Tpoaykr: Haiiz® AKTuBrens (HUMECYHI) Telb AT HAPYKHOTO npumenerns, 1 %, 50 ¢ B n__Cw

Market / Pouiok : Russia / Poccus

Batch No. / ey Batch Quantity / 23420.000units / P
Cepua Ne i Pasmep cepun ' 23420.000 eguumn

Analytical Report No. / . 040002772722 Date of Analysis/ . 20.12.2024

AHanuTHueckuit oTyeT No HaTta aHanu3a

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

JarTa npoussoactea Topen 1o

Mfg. License No. /

IIpot3BoACTBEeHHAS : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
nuuen3us Ne

Analysis performed according ND / Auanus nposeact no HJL; JATI-Ne(001336)-(PI-RU)-251022 Che 8 o8
PageS5of6/Crp. 513 6

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

Nimesulide / Humecynun

API manufacturer batch number / NMS/14100699
Homep cepun npouspogurenss A®C: ol
FP Manufacturer API Batch number /

Homep cepun cyGcTaHuHK FERAO0619

nponspoauTeasn I'JID:

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

IMpoussogutens APC, cTpana: Aaptu Jlparc Jita., Wsnus

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

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,

Release site /

HaumenoBanne, agpec n HoMep
JAHUEH3HH MJIOIMAIKH,
ocyuiecTBISIOMIEH
NpPOM3BOACTBO/KOHTPOTH

Distt. Solan (HP) 173205, India (Licensc No MNB/05/263) /
I-p Peanu’c Jlabopatopuc JIta., Uuaus,
[IpoussorcTeeHHOe noapaszaeaeHne-6, Bunnamk Kxons,
Hanarapx Poya, Bagau, Coman Querpuxr, X.I1. 173205,
Huana (JInnensus Ne MNB/05/263)

kayecTBa/Bonyck I'JID /

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

Conclusion : APPROVED /

Remarks : The Product conforms to ND/
3axmouenue: OJIOBPEHO

IIpumeuanue: [TpoaykT cooTBeTcTBYeT TpeGoBanHam HII

Prepared by / Checked by / Approved by: Manager/Executive /
[Togrorosnexo: Santosh Kumarl/@ Tposepeno: Pardeep Kumar Opobpeno: Meremxep / PykoBogurens
Maurya s - r:::-f———— Amit Kumar I.'r\w- B

Reprint Date / Reprint Date / Reprint Date / I

Jata: 29.12.2024 Hara: 29.12.2024 JlaTta: 29.12.2024

Registered Office: 8-2-237, Rozd No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: ¥91 40 4900 2900, Fax: +91 4C 4300 2999, Email: mail@drraddys.ccm
CIN: L85135AP1954PLCO04507
wwvadrreddvi.com




Di. Reddy's Laboratories Lid.
Formulation Unit-6

@o
Dr.Reddy’s €3¢
Tel s +9% 9816

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJTH3A
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mponyicr: Haiis® AKTHBreNs (HIMECVII) Teflb /N4 HAPY/KHOro npHmeHetng, 1 %, 50 ¢
Market / PegHok : Russia / Pocens
Batch No. / . V240931 Batch Quantity / . 23420.000units /
Cepusn Ne X Paspmep cepun " 23420.000 el
Analytical Repovrt No./ . 040002772722 Date of Analysis / . 20.12.2024
AHanntuyecknii oTver No Jlata anann3a
Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026
JlaTa npou3BoicTBa Fopen no
Mfg. License No. /
TIponspoacTBenHas : MNB/05/263 MA number: / Hosmep PY JITT-Ne(001336)~(PI'-RU)
aHuen3us Ne

Analysis performed according ND / Ananus nposeies no H/: JITI-Ne(001336)-(PT-RU)-251022
Page 6of 6/ Cxp. 6 3 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».

3aK/II0UeHHE 0 COOTBETCTBHH: «HaCTOANMM A OATBEPXKIAL0, YTO TIPUBENCHHAS BEIIE HHOOPMALIUS sBISETC
ZIOCTOBEPHON 1 TOYHOI. DTa cepHs NpPOAYKIHH IIPOM3BEAEHA (BKIIOYAs YNAKOBKY (MapKHpOBKY) U KOHTPOJb
Ka4yecTRa) HA BRILICYKA3aHHOH IPOU3BOJACTBEHHOH ILIOMIAamKe (M/IOMajkax) B ITOJHOM COOTBETCTEMH C
Tpe6GopanuamMy [IpaBui HajuleXkalel POM3BOACTBEHHON NPAaKTHKH EBPasHMHACKOro 3KOHOMMIECKOro CO3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsopa 2022) u TpeOoBaBMAMH KOHTDOJIL KadyecTBa JIEKAPCTBEHHLIX
Cpe/ICTB, a TAKXKe B COOTBETCTBHH CO CHELM(HUKALUIMH, COACPKAIIMMHUCT B PETHCTPAUMOHHOM N0CHC CTPAHBI-
AMIIOpTepa. 3aliCH MO NPOW3BOACTBY, YIIAKOBKE U AHAMM3Y IPOBEPEHbl, M YCTAHOBJEHO HX COOTBETCTBHE
Tpe6Gopanuam I1pasun Haiexaliedl NpoU3BOICTBEHHOH MPakTHKH EBpasuiicKoro 5SKOHOMHUYECKOTO COI03a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpumeyanne: ITpoaykT cootsercTByeT Tpebosanmam HIT 3akmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[NoaroroeneHo: Santosh Ku_ma? ] [Tporepeno: Pardeep Kumar Ono6peno: Menemxep / Pyxosonutensb
/ﬁl

Maurya QL—// Amit Kumar J\/ —/‘-/,/

Reprint Date / Reprint Date / Reprint Date /
Hata: 29.12.2024 Hata: 29.12.2024 Hata: 29.12.2024

SANG, NG




