Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

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

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

www.drreddys.com

CEPTUDPUKAT AHAJIU3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
HpoaykTt: Hait3® AKTHBrens (HUMECYJIHA) Tellb 1yl HAPYKHOTO npuMerenns, 1 %, 50 r

Market / Peinok : Russia / Poccus
Batch No. / . V240270 Batch Quantity / . 23371 units /
Cepus Ne ) Paimep cepun * 23371 enunmi
Analytical Report No. / e Date of Analysis / R SR

o : U4U0UL010251 L1.U%.Luz"
AHanuTvyeckHuii oryer No JlaTta ananunza
Date of Manufacture / . 04/2024 Date of Expiry / 03/2026
JlaTa npou3BoACTBA I'opeH no

Mfg. License No. /
IIpousBoacTBeHHAsS : MNB/05/263
JULEeH3us Ne

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

Analysis performed according ND / Anaau3 nposeaes no HJI: JITI-Ne(001336)-(PI'-RU)-251022

Page10of6/Crp. 1u3 6

No/ . .

e Test / IlokazaTenn Result / PesynasTar Specification / Hopma

1. Description / Onucanne Homogeneous, transparent, pale- Homogeneous, transparent, colorless to
yellow gel with characteristic odor | pale-yellow gel with characteristic odor /
/ OnHOpPOIHBIH PO3payHbIH refib OpHopoaHel  MpO3payHbld  renb  OT
OJIe AHO-XKEJITOrO LIBETA C GecnBeTHOro 0 ONeIHO-KeNTOoro [BeTa
XapaKTEPHBIM 3araxoM ¢ XapaKTEepPHBIM 3aMaxoM

2. Identification / UnenTuduxanus

a) HPLC / BOXX Complies

CootBeTcTBYeT TpeOOBAHUAM

as prescribed

/ | 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>kuBaHus
OCHOBHOI'O TMNHMKa Ha XpoMaTorpamme
UCIIBITYEMOTO  PacTBOpa JIOJDKHO

COOTBETCTBOBATH BpPEMEHHU
yOep)KHUBaHUS OCHOBHOIO TIIMKa Ha
XpoMarorpaMmme pacTBopa
CcTaHjapTHoro ofpasia HHMeCyJIuaa
(paznen «KonuuecTBeHHOE
OIpeAeIeHHIEN)

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

IIpumeuanne: ITponykT coorseTcTBYeT TpeboBanmsaM HJT 3akmouenune: OJJOBPEHO

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

IMoarotorneHo: Ranjeet IMpoBepeHo: Santosh Kumar Onobpeno: Menemxkep //PykoBonyrens

: Maurya Cb‘ Abhishek Chauhan
Reprint Date / Reprint Date / Reprint Date /
Hara: 27.04.2024 Jara: 27.04.2024 JHara: 27.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, indiz
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: maii@drredadys.com

CIN: L85195AP1984PLCO04507
wwyedrreddys.com
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Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr: Haii3® AKTHBresb (HUMECYIIH) TeNlb JUISL HAPYXKHOTO MpuMeHeHus, 1 %, 50 r

Market / PeiHok : Russia / Poccus
Batch No. / . V240270 Batch Quantity / _ 23371 units /
Cepus Ne ' Pasmep cepun 23371 epuanig
Analytical Report No. / R Date of Analysis / e

‘ . 040002510231 z o 27.04.2024
AHanauTuyecKHii oTyeT Ne JlaTa ananausa
Date of Manufacture / . 04/2024 Date of Expiry/ . 03/2026
JlaTa npou3BoAcTBa Tonen no
Mfg. License No. /
ITIpousBoacTBeHHAst : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT"-RU)
auueH3us Ne

Analysis performed according ND / Anaaus nposegen no HJI: JITI-Ne(001336)-(PI-RU)-251022

Page2 of 6/ Ctp. 213 6

b) UV spectrophotometry / Y-
criekTpodoTo MeTpus

Complies as prescribed
CootsetcTBYeT TpeOOBaHHAM

/ | UV absorption spectrum of the test
solution should have absorption
maximum at 397+5 nm / Y®-cnekrp
NOMJIOLIEHHA HCIBITYEMOTO  PacTBOpa
JIOJDKEH UMETh MaKCHMYM MOTJIOICHHUS
ripu 397+5 M

3. | Weight of package contents / 51g/Slr According to Rus. Ph. / B cooTBeTcTBUM
Macca coaepHMoro ¢ TpeboBanuamu I'® PO
YIAKOBKH

4. | pH 3.21 2.5t04.5/0t12,5 04,5

5. | Viscosity / BazkocTb 973.2 centipoise / 400 to 1,200 centipoise /

973.2 caHTHIya3 Ot 400 no 1200 cantumyas
6. | Impurities / Ilpumecn
i. | Impurity C/ Not detected / He 06Hapy»eHa Not more than 0.50 % /
Ipumecs C He 6onee 0,50 %

ii. | Impurity D/ Not detected / He obHapykeHa Not more than 0.50 % /
IIpumecs D He 6onee 0,50 %

iii. | Any other impurity / Below BDL / Hike nopora perueTpaiitit | ot more than 0.50 % /
Jrobas npyras npumech He 6onee 0,50 %

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipoaykt coorsercTByeT Tpebosanuam H/L

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IToarorosneno: Ranjeet

Checked by /
[TpoBepeHo: Santosh Kumar
Maurya (f)

———

Approved by: Manager/Exgbutive /

Reprint Date/
Hara: 27.04.2024

Reprint Date /
Jara: 27.04.2024

Onobpeno: Menemxkep / Bykoroaurens
Abhishek Chauhan /

) Ty (|
Reprint Date /

Jlarta: 27.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tei. +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
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CEPTUOUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr: Haiiz® AkTHBrens (HUMECYJII) Tefib Al HAPYXKHOTO NpuMeHeHus, 1 %, 50 r

Market / PbiHOK : Russia / Poccus

Batch No. / . V240270 Batch Quantity / . 23371 units /

Cepus No Pasmep cepuu 23371 egyHHL

Analvtical Report No. / . T Date of Analysis / PRy
—— U4UUULO1VULO L L1, UT.LuLT

AHANNTHYECKHIi 0TYeT Ne JlaTa ananu3za

Date of Manufacture / . 04/2024 Date of Expiry / . 03/2026

JlaTa npou3BoACTBA I'ogen o

Mfg. License No. /

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

nuueH3ust Ne

Analysis performed according ND / Anasnu3s nporeaes no HJI: JITI-Ne(001336)-(PI'-RU)-251022

Page3 of 6/ CTp. 313 6
iv. | Total impurities / 0.0179% Not more than 1.50 % /
CyMmMa npumecei He 6onee 1,50 %
7. | Microbial purity* / MukpoGHoornyeckast Y4ucToTa*
i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
O61ee yrcno a3poOHBIX MUKpPO- He 6onee 100 KOE/r
OpraHU3MOB
ii. | Total Combined Yeast and NA Not more  than 10 CFU/g
mould count / Obee uncrno He 6onee 10 KOE/r
JPOOKEBBIX U TIIECHEBBIX
rpuboB
iii. | Pseudomonas aeruginosa NA Should absentin 1 g/
OtcyrcrBue B 1 1
iv. | Staphylococcus aureus NA Should absentin 1 g/
OrcyrctBue B 1 T
8. | Assay/KosnyecTBeHHOe onipeaeIeHHe

Remarks : The Product conforms to ND/
Hpumeuanne: [Iponykr cooTercTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
Zakmwuenne: OJOBPEHO

Prepared by /
Ilogroroeneno: Ranjeet

Checked by /
ITporepeno: Santosh Kumar
Maurya

Reprint Date /
Hara: 27.04.2024

Reprint Date /
Hara: 27.04.2024

Approved by: Manager/Executive /
Opnobpeno: Menemxep /|PykoBoauTEh
Abhishek Chauhan /]

e

Reprint Date /
Jara: 27.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indiz
Tel: +91 40 4900 2900, Fax: +91 40 4900 2958, Email: maii@drraeddys.com
CIN: LB5195AP1984PLC0O04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

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

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
HMpoayxr: Haitz® AxTuBrens (HUMECYIHA) reNb AJis HApY)KHOTO MpuMeHenus, 1 %, 50 r

Market / PeiHok : Russia / Poccus
Batch No. / . Batch Quantity / . 23371 units /
Cepusi Ne § V240270 Pa3mep cepuu © 23371 eauHuu
Analytical Report No. / iR Date of Analvsis / SEVE ARA
N . V40002510231 = : 27.04.2u24
AnanutHdeckuii oTyeT No JlaTa aHa;iu3a
Date of Manufacture / . 04/2024 Date of Expiry / . 03/2026
JaTa npou3BOACTBA Iogen oo
Mfg. License No. /
ITponspoacTBeHHAsS : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PI™-RU)

aunensusi Ne

Analysis performed according ND / Ananus nposeaen mo HJI: JITI-Ne(001336)-(PT'-RU)-251022

Page4 of 6/ Ctp. 4 u3 6

Nimesulide / 9.84 mg/9.84 mr 9.0 mg to 11.0 mg of C13H12N20OsS
Humecynug (98.4 %) (nimesulide) (90.0% to 110.0% of label
claim) in 1 g of gel /
Or 9,0 Mr g0 11,0 mr C13H12N2OsS
(aumecynun) (ot 90,0 % 10 110,0 % ot
HOMUHANLHOTO colepxanug) B 1 r rens
9. |Dimethyl sulfoxide / 100.1 % 90% to 110% of C,HeOS (dimethyl
JumeTHiicyibpoxcun sulfoxide) of label claim /
Ot 90 % no 110 % C,HesOS
(muMeTHICYNIbOKCHT) OT
HOMHHAJIEHOTO COIepIKaHHA
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 TyOy M3
JTAMHUHUPOBAHHOTO ATIOMHHHSA, CHa0XEHHY0 MeMOpaHOH Mg KOHTPOJIL
nepeoro BCkpbiTHs. Kaxayio TyOy BMecTe ¢ HHCTPYKLIMEH 10 MEAULIMHCKOMY
NPUMEHEHHIO MOMEILAIOT B Ta4YKy 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.

*TlokazaTeb MOKET OTCYTCTBOBATH B cepruduKaTe aHaau3a npoussogurens. Ilpoussoaurens
rapasHTHpyeT KayecTBO NpenapaTa no 3THM M0Ka3aTeJIsiM.

Remarks : The Product conforms to ND/

Ilpumeuanne: IIpoaykT cootseTcTByeT TpeboBaHuaM H/L

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroToBneHo: jeet IIposepeno: SantoshXumar Onobpeno: Menemxep / Pykopgnurenb
@/ Maurya l@v Abhishek Chauhan
! At
Reprint Date / Reprint Date / Reprint Date /
Jara: 27.04.2024 Hara: 27.04.2024 Jata: 27.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drraddys.cam

CIN: L85195AP1984pPLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

CEPTUPUKAT AHAJIM3A

www.drreddys.com

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

Ilpoaykr: Haijis® Akruprenn (HuMecynun) refb I Hapy)XHOro npuMerenus, 1 %, 50 r

Market / Poinok : Russia / Poccus
Batch No. / . V240270 Batch Quantity / . 23371 units /
Cepusi No ) Pasmep cepuu * 23371 equHuy
Analytical Repart No. / S Date of Analysis/ e 1Y AREY

. : 040002510231 = T 27.U4.2Us4
AHannTndyeckuii oT4yer Ne Jara ananuza
Date of Manufacture / . 04/2024 Date of Expiry / . 03/2026
JaTta npouspoacTea I'ogen oo
Mfg. License No. /
IIpouseoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
NuueH3us1 Ne

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

PageS5of 6/ Crp. 513 6

API name (INN) / HaumenoBauue AD®C

npounszsoaurens I'JID:

(MHH): Nimesulide / Humecynun
API manufacturer batch number / NMS/13090881
Homep cepun niponssoautens A®C:

FP Manufacturer API Batch number /

Homep cepuu cyOocTaHuHu FERAO00082

API Manufactured by & country /
IMpoussoaureas APC, crpana:

Aarti Drugs Ltd., India /
Aaptu parc Jltn., Uanus

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

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

Release site /

HaumeHoBanme, agpec ¥ HoMep
JIANEH3UH MUIOIAKH,
ocyIecTBIAIOLICH
NpPOU3BOACTBO/KOHTPOIb
xayecTBa/Bhinyck I'JI® /

Distt. Solan (HP) 173205, India (License No MNB/05/263) /
J-p Pennw’c Jlaboparopuc Jita., Uunws,
Ipou3BoACTBEHHOE MoApasfieneHue-6, Bumnamk Kxons,
Hanarapx Poyn, Banau, Conan Juctpukr, X.I1. 173205,
Hnpus (JInuensus 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 testing records are verified and their

compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

Remarks : The Product conforms to ND/
Ilpumeuanue: [Iponykt coorsercTByeT TpeboBanuam HJI

Conclusion : APPROVED /
3akmiouenne: OJJOBPEHO

Prepared by / Checked by /

Approved by: Manager/Executive /

Hata: 27.04.2024 Hara: 27.04.2024

THonrotosneno: Ranjeet [TpoBepeHo: Santosh Kymar Ono6peno: Menemkep)/ Pykosoaprens
Maurya { Abhishek Chauhan /
Reprint Date / Reprint Date / Reprint Date /

Hara: 27.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, indiz
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: maii@drraddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com
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CERTIFICATE OF ANALYSIS wwwi.drreddys.com
CEPTUOUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoayxr: Haiiz® Akruprens (HUMECYIHA) Telib JUIsl HAPYXKHOTO NpuMeHeHus, 1 %, 50 r

Market / Poinok : Russia / Poccust

Batch No. / . V240270 Batch Quantity / . 23371 units /

Cepus No ) Pazmep cepun 23371 eaunnn

Analytical Report No. / e Date of Analysis / AL A% ATAT
- 1 040002510251 L L1.UA.LULA

AnasnTHyeckmii oTyet Ne Jara anauausa

Date of Manufacture / . 04/2024 Date of Expiry / . 03/2026

JlaTa npou3BoacTBa ToneH no

Mfg. License No. /

IIpounspoacTBeHHAs : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)

JInueH3usa Ne

Analysis performed according ND / Anasnus nposeaeH no HJI: JITI-Ne(001336)-(PI'-RU)-251022
Page 6 of 6/ CTp. 613 6

3akio4yeHne 0 cooTBeTcTBUH: «HacTosAIMM s OATBEPIKIAI0, YTO IPUBEICHHAs BBIIIEe HHGOPMaNUs SBJISETCSA
JOCTOBEPHON M TOYHOM. DTa cepus NPOAYKIMM IpOW3Be/ieHa (BKIIIOYAs YIAKOBKY (MapKMPOBKY) M KOHTPOJb
KayecTBa) Ha BBINICYKa3aHHOW IPOM3BOJACTBEHHOHN IUTOmaaKe (IUIOIAAKax) B IIOJHOM COOTBETCTBHH C
TpeGoBauusMu [IpaBui HajyieKamieil IpOU3BOJCTBEHHON IPAKTHKH EBpa3suiicKOro SKOHOMHYECKOTo coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centabps 2022) u tpeGoBaHMSMH KOHTpONA KadecTBa JICKAPCTBEHHBIX
CpPEZICTB, & TAK)KE B COOTBETCTBHHU CO CIENAGUKAIMIME, COJAEPKAIMUMUCS B PETUCTPALIMOHHOM J0CHE CTPaHbI-
UMIIOpTEpa. 3aluCH II0 IPOM3BOJCTBY, YIIAKOBKE W aHAIM3y IPOBEPEHBI, X YCTAHOBJIIEHO HX COOTBETCTBUE

TpeboBanusaM [IpaBui Haaexariel Tpou3BOICTBEHHON MPaKTUKK EBpa3sHiiCKOro 5KOHOMHUYECKOTO CORO3a».

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

TIpumeuanue: IIpoaykT cOOTBETCTBYET TpeboraHuaM HJ| 3axmouyenne: OJJOBPEHO

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

[Moarororneno: Ranjeet ITpoeepeno: Santosh ar Opnobpeno: Menemxkep / PykopauTeisb
Maurya l@ Abhishek Chauhan P

Reprint Date / Reprint Date / Reprint Date /

Hata: 27.04.2024 Jara: 27.04.2024 Jlara: 27.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, indiz
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drraddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




