Dr.Reddy’s ":‘

CERTIFICATE OF ANALY

SIS

CEPTUOPUKAT AHAJIN3

A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Tpoayxr: Hafi3® AKTHBre b (HUIMECYJIUI) Teflb A8 HAPYAHOTO nipumMedenns, 1 %, 20 ¢

Market / PoiHok

: Russia / Poccus

Batch No. / . V240761 Batch Quantity / . 58537.000units /

Cepusi Ne ) Pasmep cepun * 58537.000 enunuy

Analytical Repourt No./ . 040002723814 Date of Analysis / . 14.11.2024

AHajnTuYeckuii oTueT Ne Jata ananusa

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

JlaTta npousBoacTBa T'oaen a0 |
Mfg. License No. /

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

JMueH3ust Ne -

Analysis performed according ND / Anaaus npoeged mo H: JIT-Ne(001336)-(PI'-RU)-251022

Page1 of 6/ Ctp. 1 n3 6

;I.‘? / Test / Ilokazareasn Result / PesyabTar Specification / Hopma
1. Description / Onucanne Homogeneous, transparent, pale- Homogeneous, transparent, colorless to

yellow gel with characteristic odor
/ OaHopoaHbIH NPO3payuHbIH refb
ONeIHO-KCNITOrO LBETA C
XapaKTepHBIM 3aMaxoM

pale-yellow gel with characteristic odor /
OpnHoponHetif  Mpo3pauHbli  rems  oOT
BGecLIBETHOrO 10 OJIEAHO-KENTOro 1UBETa
C XapaKTepHBIM 3a[axoM

Identification / UnenTndukanus

a) HPLC / BOXX

Complies as prescribed /
CootseTcTBYeET TpeOOBaHHAM

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 ynepxupaHus
OCHOBHOTO MHKa Ha XpoMaTorpaMmme

UCIIBITYEMOro pacTBOpa JIOTIKHO
COOTBETCTBOBATH BpPEMEHU
YAEPKUBAaHUS OCHOBHOIO IIHKA Ha
XpomarorpaMme pacTBOpa
craHAapTHoro oOpasla HHMeCYJIHIa
(pasznen «KonmuuecTseHHOE
OTIPENICIICHHE)

Remarks : The Product conforms to ND/
IIpumeuanue: [Tpoaykt cooTseTcTBYeT Tpebosanusam HJL

Conclusion : APPROVED /
3akawuenue: OJOBPEHO

Prepared by /
INoarotosneHo: Ramakant

Checked by /
IIporepeno: Pardeep Kumar

(3("/ Abhishek Chauhan

Approved by: Manager/Executive /
Onobpeno: Menenxkep / PykopoauTeib

Reprint Date /
Hara: 14.11.2024

Reprint Date /
Jara: 14.11.2024

Reprint Date /
Jlata: 14.11.2024

Resistered (ifica: &-
Tel: +a1

10 G800 2660, Fax; =91 40 .
PLCONAS0T

dys.cem

1394, Email: mail@drredelys

2-337, foad Mo, 3, Banjare Hills, Hydeiabad - 560032, Telangana, ndin
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Ipoaykr: Hait3® AxTusrennh (HUMeCYNH) TeNb A1 HAPY)KHOTO npuMeHenus, 1 %, 20 r

Market / PoiHok

: Russia / Poccus

Batch No. / . V240761 Batch Quantity / . 58537.000units /

Cepus Ne ) Pasmep cepnu * 58537.000 emuHuLl
Analytical Repourt No./ . 040002723814 Date of Analysis / . 14.11.2024
AHaJUTHYeCKH i oT4UeT No Hlata anann3sa

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

JaTa npou3BoACTBA T'ogeu o

Mfg. License No. /

IIpousBoacTBEeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JuueH3usa Ne

Analysis performed according ND / Auaau3s nposeaen mo HJI: JII-Ne(001336)~(PT-RU)-251022

Page2 of 6/ CTp. 213 6

b) UV spectrophotometry / Y ®-
cnekTpodoTo MeTpus

Complies as prescribed /
CooTBeTcTBYeT TpeOOBaHUAM

UV absorption spectrum of the test
solution
maximum at 3975 nm / Y®-cniektp
NOTJIOUICHUs] HCTIBITYEMOro  pacTBopa
JO/DKEH UMEThb MaKCHMYM HOTJIOUIEHHA
npu 397+5 Hm

should have absorption

3. | Weight of package contents / 20g/20r According to Rus. Ph. / B cooTBetcTBHM
Macca cogepKHMOro ¢ Tpebopanusmu ['® PP
YHAKOBKH

4. | pH 3.13 2.5t04.5/0t12,5n04,5

5. | Viscosity / BaskocThb

934.1 centipoise /
934.1 canTunyas

400 to 1,200 centipoise /
Ot 400 o 1200 cantunyas

6. | Impurities / IIpumecn

i. | Impurity C/
ITpumecs C
Impurity D /
ITpumecs D

Not detected / He 0OHapyKeHa

Below LOD (LOD = 0.02 %) /
Hixe npenena obHapyxenus (I10
=0.02 %)

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

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

Remarks : The Product conforms to ND/
HMpumeuanue: [Iponyxr coorBercTByeT Tpebosanuam HJI

Conclusion : APPROVED /
3axmouenue: OA0b

HO

Prepared by /
IToarorosneno: Ramakant Er

G

Checked by /
[poeepeno: Pardeep Kumar

Approved by: Managey/Executive /
Onobpeno: Menemxep / Pykosofintensb
Abhishek Chauhan /

Reprint Date /
Jara: 14.11.2024

Reprint Date /
Jata: 14.11.2024

Reprint Date /
Hara: 14.11.2024

Registared Offico: 2-2-337, Read o, 2, Banjara Hills, Hydzerahad - 50003

Tel: 431

W3 4800 2900, Faw: =01
Clin:

Rkl et b 1
W drraadys.com

5 Telanzana, india

diya,com




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Mpoaykr: Haiis® AkTuBrens (HUMECYHM) rellb AN HAPYAKHOTO NpHMEHend, 1 %, 20 1

Market / Peinok : Russia / Poccus

Batch No. / . V240761 Batch Quantity / . 58537.000units /

Cepus Ne ) Pasmep cepun * 58537.000 enuuuL
Analytical Repovrt No./ . 040002723814 Date of Analysis / . 14.11.2024
AHanuTH4yecKuii oTyeT No JlaTa anannsa

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

JlaTa npou3BoacTBA T'ogen no

Mfg. License No. /

IlpouseoacTeeHHas : MINB/05/263 MA number: / Homep PY : JIITI-Ne(001336)-(PI™-RU)
JHLEeH3Hs Ne

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

Page3 of 6/ CTp. 3 13 6

iii. | Any other impurity /

JTiobas gpyras npumechb

Total impurities /
Cymma npumece

iv.

0.03%

0.0378%

Not more than 0.50 % /
He Gomnee 0,50 %

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

7. | Microbial purity* / MukpoGuoJioruyeckasi 4HCTOTa*

i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
Ob1iee YyHCIO a3pOOHBIX MUKPO- He 6onee 100 KOE/r
OpraHU3MOB
ii. | Total Combined Yeast and NA Not more than 10 CFU/g  /
mould count / Obiee uncio He 6onee 10 KOE/r
JPONOKEBHIX U TUICCHEBBIX
rpuboB
L. | Pseudomonas aeruginosa NA Should absent in 1 g/
OtcytctBue B 1 1
iv. | Staphylococcus aureus NA Should absentin 1 g/

Orcyrcteue B 1 ¢

8. | Assay/KoanyecTBeHHOe ONpefe/ieHHe

Remarks : The Product conforms to ND/
IIpumeuanne: Ipoaykr coorsercTyeT TpeboBaHusmM HJT

Conclusion : APPROVED /
3akmoyenne: OI[OBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorornero: Ramak‘m]‘u t ITposepeno: Pardeep Kumar Ono6peno: Menemxep //PyxoBoaHTENb
' . Abhishek Chauhan 4
(‘W ‘ ; — /
Reprint Date / Reprint Date / Reprint Date /
Hara: 14.11.2024 Hara: 14.11.2024 Jara: 14.11.2024

Registered Cfiice: &

Tel: +31 80 4900 2900, Fax:

8-2-3237, Road Mo. 3, i
L 804200

QEAPLIQ8PL

(=t

1044
CHi:

wwwl diredays.com

Lma

SEEID

sanjars Hills, Hyderabad - 500024, Telangana, Indis

il maili@dreeddys.co
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Dr.Reddy’s €3¢ s

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
MpoaykT: Haiis® AKTHBrenb (HUMECYIML) TeNb IS HAPYAHOTO NPUMEHEHHS. 1%.20r

Market / PoiHok : Russia / Poccus

Batch No./ . V240761 Batch Quantity / . 58537.000units /

Cepisi Ne ) Pazmep cepun * 58537.000 eqnHKUL
Analytical Report No./ . 040002723814 Date of Analysis / . 14.11.2024
AHaJIMTHYEeCKHUii oTueT Ne Jdara aHanusa

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

JlaTa npon3BoACTBa T'ogen ao

Mfg. License No. /

IIpousBoacTBeHHAsA : MNB/05/263 MA number: / Homep PY : JI[I-Ne(001336)-(PT-RU)
JuneH3us Ne

Analysis performed according ND / Ananus nposejen no HA: JHI-Ne(001336)-(PT-RU)-251022

Page4 of 6/ Ctp. 413 6

Nimesulide / 9.96 mg/9.96 mr 9.0 mg to 11.0 mg of C13H12N20sS
Humecynun (99.6 %) (nimesulide) (90.0% to 110.0% of label
claim)in 1 gof gel /

Or 9,0 MTI JO 11,0 MrI C13H12N2058
(aumecynun) (ot 90,0 % no 110,0 % ot
HOMMHAJILHOT'O Cofiepkanus) B 1 r rens

9. |Dimethyl sulfoxide / 98.7 % 90% to 110% of C2HgOS (dimethyl
JdumernacynbGoKrcHI sulfoxide) of label claim /

Ot 90 % nmo 110 % C:HsOS
(nuMmeTHnCyIbGOKCHI) OT
HOMMHAJIBHOTO COJepKaHUA

10. |Package / YnakoBka 20 g in a laminated aluminum tube equipped with tamper-evident membrane.
Each tube and a patient information leaflet in a carton. / Ilo 20 r B TyOy 13
JNIAMMHHPOBAHHOTO AIOMHHHS, CHAOXKEHHYIO MeMOpaHoH i KOHTPOIA
nepBoro BckpbitHa. Kaskayto TyGy BMecTe ¢ MHCTPYKLMEH N0 MEAULIMHCKOMY
1IPMMOTICITHIO MIOMOILAIOT B NA'IKY KAPTOHHYHO.

*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 MOKET OTCYTCTBOBAThL B CepTHOHKATe aHAIN3A NpousBoauTes. Ilponssoaurenn
rapaHTHPYeT Ka4ecTBO Npenapara 1o 3THM HoKa3aTeJsm.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpameuanue: IIpoaykr coorBercTByeT TpebosanusM HJL 3akmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Exgcutive /

[TonroroeneHo: Ramakant [Mpoeepeno: Pardeep Kumar Onobpeno: MeHemxkep / yxoaoi7'renb

f 1 Abhishek Chauhan [/
é@u"%rc/"t‘/" @L‘f-’ ) ¢

7

Reprint Date / Reprint Date / Reprint Date /
Hara: 14.11.2024 Hara: 14.11.2024 Jata: 14.11.2024
Registarod Cifice: 8-2-327, Road Mo 2, Ranjarm Hills, Hydoambad - S00Q34, Taiancans, ndiz

ot +G1 48 4800 2840

3
0

01 £0 4200 2293, Email: mail@drroddys con




Dr. Reddy's Laboratories L
Formulation Unit-6

®e
Dr. Reddy,s ‘.... Vill. Khot, Nalagar’hﬂ}?' )

Distt. Solan, H.7,

CERTIFICATE OF ANALYSIS IS s
CEPTHOUKAT AHAJIN3A h

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Ipoaykr: Haiz® AkTuBresib (HUMECYJIUA) Tellb A1A HAPYKHOIO HPHMEHEHTIS, 1%,20r
Market / Poinok : Russia / Poccus
Batch No. / . V240761 Batch Quantity / . 58537.000units /
Cepus Ne ) Pasmep cepuH * 58537.000 enunun
Analytical Repourt No./ . 040002723814 Date of Analysis / . 14.11.2024
Adanutuyeckuii oTuyer No JlaTa ananusa
Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026
JlaTa npou3BoacTBa T'onen no
Mfg. License No. /
IIpousBoacTBeHHAS : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT'-RU)
JunueH3usi Ne
Analysis performed according ND / Anasnu3 nposenen no H/L: JITI-Ne(001336)-(PT-RU)-251022

Page50f 6/ Ctp. 513 6

API name (INN) / Haumenosanne A®C
(MHH):

API manufacturer batch number / NMS/14090587
Homep cepnn npoussoauresa ADC:
FP Manufacturer API Batch number /

Nimesulide / Humecynun

Homep cepHn cyOcTAaHIUH NPOU3BOAMTES FERA00552

I'J1P:

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

IIpoussoautenan A®C, crpana: Aaptu Hparc JIta., Uuaus

i"‘a‘:l‘:f:c‘:g:f;sg ;f:l;‘g(‘;attr‘g;‘sﬁg /f‘l’{eleaslzzi o | Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
/ Solan (HP) 173205, India (License No MNB/05/263) /

HanMenoBanHe, AXpec i HoMep MHIEeH3HH J-p Pennu’c Jlabopatopuc JIta., Munusa, [Ipoussoncreentoe
» AP P noxpaszaeneHue-6, Bunnamk Kxons, Hanarapx Poyn, banaw,

TLIOMIAXKH, OCYMIECTBIRIONIEH Comnan Quctpukr, X.I1. 173205, Uaaus (JInuensms Ne
NpPOM3BOACTBO/KOHTPOJb Ka4eCTBA/BhINYCK MNB/05/263)

rJid /

Declaration of certifieationt « horoby certify that the above information ie 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/ Conclusion : APPROVED /

Ipumeuanne: [Ipoaykr coorsercTByeT TpeboBanusam HJI 3akauyenue: O_I[OBPEHO

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

IMonrorosnexo: Ramakant IIporepeno: Pardeep Kumar OpnobpeHo: Menemwxep P}’KG?AI-]TQHI:
g, a\&&J gy Abhishek Chauhan |

Reprint Date / - Reprint Date / Reprint Date /

Hara: 14.11.2024 Iara: 14.11.2024 Hara: 14.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Talanzana, Indiz
Tel: +81 40 4900 2900, Fax: +91 4041900 2929, Email: mail@drreddyz.com
CIN: L851954P198IPLCO0AS07
wwwLdiredays.com



Dr.Reddy’s ‘.:..

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A

Product ;: Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
[Ipoaykr: Haiiz® AkTHBreb (HUIMECYIIHA) TeNlb Ul HApyKHOTO npuMeHeHns, 1%, 20 T

Market / Puinok : Russia / Poccus

Batch No. / . V240761 Batch Quantity / . 58537.000units /

Cepns Ne ) Paszmep cepun * 58537.000 ennumy
Analytical Repourt No./ . 040002723814 Date of Analysis / . 14.11.2024
AHajuTuyeckuii oTuer Ne JlaTa aHanu3a

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

JaTa npou3BojcTBa Tonen g0

Mfg. License No. /

IlpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JII1-Ne(001336)-(PI'-RU)
JHUeH3Uust No

Analysis performed according ND / Auaau3s npoeeaen o HJ: JIN-Ne(001336)-(PT"-RU)-251022

Page 6 of 6 / CTp. 6 u3 6

3akaoueHHe o cooTBeTcTBHH: «HacTosAmMM s NOATBEPXIA0, YTO IPHBEJEHHAs BHINE HHYOpMAaIMA
SBIIsiETCS JOCTOBEPHOM U TOYHOM. DTa cepust MPOIYKLUHY IpOU3BeieHa (BKIIFOUYas yIIaKOBKY (MApKHPOBKY) H
KOHTPOJIb KaUueCTBa) Ha BBIIIEYKa3aHHOU NIPOU3BOCTBEHHOM IIIOMaKe (IIIOM@AKax) B IIOJIHOM COOTBETCTBUH
¢ TpebGoBanusamu [IpaBui Hagexamell Npou3BOACTBEHHON IPAKTHKKH EBPasHiiCKOro 5KOHOMHYECKOTO COr03a
(Ne GMP/EAEU/RU/00554-2022 ot 02 centsbps 2022) u TpeOOBaHUAMH KOHTPOJIS Ka4eCTBa JICKapCTBEHHBIX
CpPeNCTB, a TAKXKE B COOTBETCTBHH CO CIENUQUKANUAMH, COAEPKAIMMHUCS B PETHCTPALIMOHHOM JJOChE CTpaHbI-
UMIIOpTEpa. 3amucH 10 IPOU3BOACTBY, YIAKOBKC M aHAJIM3y IIPOBEPEHBI, M YCTAHOBICHO HX COOTBETCTBUE
TpeboBanusamM [IpaBun Hajiexxalel TPOU3BOACTBEHHOH MPAKTHKH EBPasHACKOro SKOHOMHYECKOTO COFO3a.

Remarks : The Product conforms to ND/ Conclusion : APPROVED
Hpumeuanne: [IpoaykT cooTreTcTBYET Tpebosauusm HJ[ 3axmouenne: OJJOBPE
Prepared by / Checked by / Approved by: Manager/Executive /
INoaroroeneno: Ramakant [IpoeepeHo: Pardeep Kumar OnobpeHo: Menemxep / Pykosoaufens

Q"“‘Q : @ L Abhishek Chauhan

( — S A
Reprint Date / Reprint Date / Reprint Date /
Hata: 14.11.2024 Hara: 14.11.2024 Jara: 14.11.2024
Registered Office: 5-2-237, Road No. 3, Banjars Hills, Hyderabad - 300024, Talannnag, ndin

+91 40 4 sil: mail@drreddys.com

Tel: 01 40 4200 280, Fax:



