Dr.Reddy’s Qf‘

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Or Heddy's Laboratories Lid
oratories Lid

iv Unit-6

iazarn Road, Baddi,
173 205, 1N DIA
50002

[Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g

Tpoaykr: Hait3® AkTuBresb (HUIMECYIU) Tenb 11 HapYXKHOTO NpUMEHeHHs, 1 %, 100 T

Market / Prinok

: Russia / Poccus

Batch No. / . Batch Quantity / . 12000.00 units /

Cepus Ne FNETE Pazmep cepin * 12000.00e auHMI
aaalytical ReportiNog! : 040002709362 DisteloteATaTySisd © 07.11.2024
AHanuTuyeckmii oTuer Ne Jarta ananusa

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

JlaTa npon3BoOACTBa T'open o0

Mfg. License No. /

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

auneHsua Ne

Analysis performed according ND / Ananu3 nposeaen no HJL: JITI-Ne(001336)-(PI'-RU)-251022

Page1of 5/Crp. 1135

Jlj,f 4 Test / Iloxa3arenan Result / Pe3yabTar Specification / Hopma
1. Description / Onucanne Homogeneous, transparent, pale- | Homogeneous, transparent, colorless to

yellow gel with characteristic odor /
OpnHOpOaHBIA MPO3pavHbI  Iejib
6J1eIHO-KENTOrO
XapaKTePHBIM 3aI1axoM

LBCTA Cc

pale-yellow gel with characteristic odor /
OnHopoAHBI MpO3payHblil  Telb  OT
GecupeTHOro 10 0JieIHO-KEeNTOro LBeTa
C XapaKTepHBIM 3ar1aXxoM

2. Identification / UnenTudnkanns

a) HPLC / BOXX

Complies as
CooTBeTCTRYET TPEOOBAHUAM

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>xuBaHHA
OCHOBHOI'O TMMHKa Ha XpomaTorpaMmMe

HCIBITYeMOro  pacTBopa JOJKHO
COOTBETCTBOBATh BpPEeMeEHH
yAep)KMBaHUS OCHOBHOTO HHKAa Ha
XpomarorpaMme pactBopa
cTapiaptHoro obpasua HHUMeECYJIHAA
(paznen «KonuuectseHHOE
orpe/ieNicHHEN)

Remarks : The Product conforms to ND/

Ipumeyanne: ITponykr coorsercTByeT TpeboBaHusaM H/I

Conclusion : APPROVED /
3akawuenune: OJJOBPEHO

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

[ToarororneHo: Ramakdnt d: IIpoBepeno: Santosh Kumar@S Onobpeno: Menemkep / PykosoanTens
(¢ oy Maurya S~ | Amit Kumar AN

Reprint Date / \ Reprint Date / Reprint Date/ V7

Hara: 07.11.2024 Jlata: 07.11.2024 Hara: 07.11.2024




o, Reddy's Laboratoiies (td

@e ion Unit-
L/ ‘.. il garh Roed, Bacldi,
Dr‘ Reddys ® 35t 5 MR 173205, MDA
CERTIFICATE OF ANALYSIS Ll e
CEPTUOUKAT AHAJIM3A ‘ N e
Product : ﬁse Activgel (nimesulide) gel for external use, 1 %, 100 g
(Ipoaykr: Haii3® Axtusrens (HuMeCynua) reib Ut HAPYXKHOTO HPHMEHEHHS, 1%,100T1
Market / PriHok : Russia / Poccus
Batch No. / . V240727 Batch Quantity / . 12000.00 units /
Cepus Ne ) Pazmep cepin * 12000.00ea1HHUIL
Analytical Report No./ . 040002709362 Date of Analysis / . 07112004
AHamuTHYecKHii oTueT Ne JlaTa ananu3sa
Date of Manufacture / . 10/2024 Date of Expiry/ . 09/2026
JlaTa npoH3BOACTBA Topen no
Mfg. License No. /
IlpousBoACTBEHHASA : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
nuuensusa Ne

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

Page2 of 5/Ctp. 213 5

b) UV spectrophotometry / Complies as prescribed / | UV absorption spectrum of the test

V®-cnekTpooTo METpHs CootaercTByeT TpebOBaHUAM solution should have absorption
maximum at 3975 nm / Y®-cnektp
MOTJIOMIEHAS HCIBITYEeMOr0  pacTBOpa
JIOJDKEH MMETh MAaKCHMYM IOTJIOLIEHHS
ripu 397+5 HM

3. | Weight of package contents / 101 g/101r According to Rus. Ph. / B coorBeTcTBHH
Macca coaep;KkuMoro ¢ Tpeboranusamu 'O PO
YIAKOBKH

4. | pH 3.14 2.5t04.5/012,51004,5

5. | Viscosity / BazkocTb 957.8 centipoise / 400 to 1,200 centipoise /

957.8 cantumnyas Ot 400 no 1200 cantunyas
6. | Impurities / Ilpumecun
i. | Impurity C/ Not detected / ne oGHapy>«eHa Not more than 0.50 % /
IMpumecs C He 6onee 0,50 %

ii. | Impurity D/ Not more than 0.50 % /

td

Mprnecs D Not detected / He oOHapykeHa He Goree 0,50 %

iil. | Any other impurity / 0.03% Not more than 0.50 % /
JoGas apyras npumech He 6onee 0,50 %

iv. | Total impurities / . Not more than 1.50 % /
Cymma npumMecei G0 He 6onee 1,50 %

7. | Microbial purity* / MukpoGuonorndeckasi yucrora*

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

IIpumeuanue: IIpoaykT cootBeTcTBYeT TpeboBanuam H/ 3akmoyenne: OJJOBPEHO

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

IloarorosieHo: Ramakan%%t IIpoeepeHo: Santosh Kumar@»s Ono6peHo: Menemkep / Pykosoputens
V> | Maurya ~——| Amit Kumar K—“ e

Reprint Date / = . Reprint Date / Reprint Date / !

Hara: 07.11.2024 Hara: 07.11.2024 Hara: 07.11.2024




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A

Forim

vl i e ~oy PRI
Vill ol |,Iahu».|h Road, Dau"ﬁ“,

f.Bolen, HLR, 173 205, INDA

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Mponykr: Haii3® AkTuBrenb (HUMECYIHA) reb UL HAPYXKHOTO NPHMEHEHNS, 1%,100r

Market / PoiHok

: Russia / Poccus

Batch No. / . V240727 Batch Quantity / . 12000.00 units /

Cepusi Ne ) Pazmep cepun * 12000.00eamHML
Analytical Repo:‘t No./ . 040002709362 Date of Analysis / . 07.11.2024
AHanurTudyeckuii oTuer Ne Jara ananusa

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

Jata npousBoacTea Topen no

Mfg. License No. /

I1pousBoacTBEHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JHIeH3us Ne

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

Page3 of 5/Crp.3u3 5

i. | Total Aerobic Microbial Count NA Not more than 100 CFU/g /
/ OG1iee 4Kcia0 a3poOHBIX He Gonee 100 KOE/r
MHKpPOOPTraHU3MOB

ii. | Total Combined Yeast and NA Not more than 10 CFU/g
mould count / Obee uncno He 6onee 10 KOE/r
JIDOSOKERBIX U TIECHEBBIX
rpubos

iil. | Pseudomonas aeruginosa NA Should absent in 1 g/
OtcytcrBue B 1 T

iv. | Staphylococcus aureus NA Should absent in 1 g/
OrcytrcTBue B 1 r

8. | Assay/ KonnuecTBenHoe onpeaeneHue

Nimesulide /
Humecynun

10.02 mg/ 10.02 mr
(100.2 %)

9.0 mg to 11.0 mg of C13H12N20O5S
(nimesulide) (90.0% to 110.0% of label
claim)in 1 gof gel /

Or 9,0 MI 1O 11,0 Mr C13H12N205$

(numecynun) (ot 90,0 % mo 110,0 % ot
HOMHHAJILHOrO cofiepxanusi) B 1 r rens

Remarks : The Product conforms to ND/
Ipumeganue: [Ipoaykt cooTBeTcTBYeT Tpebosanusam HJI

Conclusion : APPROVED /
3axarouenne: OJOBPEHO

Jara: 07.11.2024

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

Iloarorosnexo: Ramaﬁn J Iposepeno: Santosh Kum% Onobpeno: MeHeuxep {—B}'KOBOHI/ITCJIB
4 \Mlﬁ kg Maurya | AmitKumar N\

Reprint Date / - Reprint Date / Reprint Date / ¥

Hara: 07.11.2024

Jara: 07.11.2024

ycerahad - 500034

Telangana, India




D1 Reddy's Laboratories Ltd.
Formutation Unit-5

& o
Dro Reddy,s Q;. Vill. Khol, Nalagarh Road, Baddi,

Disti, Solan, HLP, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tol +91 93166 56001-02
CEPTUPUKAT AHAJIM3A Wi direddyt.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ipoaykr: Haiis® AxTHBrens (HUMECYNH/I) relb JUIs HapykHOro npuMenenus, 1 %, 100 r

Market / PiHOK : Russia / Poccus

Batch No. / . V240727 Batch Quantity / . 12000.00 units /

Cepusi No ) Pasmep cepun * 12000.00e 1unML,
Analytical Repourt No./ . 040002709362 Date of Analysis / . 07.11.2024
AHanuTnueckuii oTuer No JlaTa ananu3za

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

JlaTa npou3BoacTBa T'omen o

Mfg. License No. /

IIpouspoACTBeHHAA : MNB/05/263 MA number: / Homep PY : JITI-Ne(001336)-(PI'-RU)
JInUeH3na Ne

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

Page4 of 5/Ctp. 4u3 5

9. | Dimethyl sulfoxide / 96.3 % 90% to 110% of C:HsOS (dimcthyl
JuMerTnncyibPoKkcHm sulfoxide) of label claim /
Ot 90 % no 110 % C2HsOS

(mumeTucynbhOKCHa) OT
HOMMHAJIBHOIO COAEPIKaHHUA

10. | Package/ YnakoBka 100 g in a laminated aluminum tube equipped with tamper-evident membrane.
Each tube and a patient information leaflet in a carton. / ITo 100 r B TyOy u3
JIAMUHHUPOBAHHOTO AMIOMHHHUSA, CHa0)XKeHHYIO MeMOpaHOH AJIs KOHTPO.s
nepBoro BekpbiTHs. Kaxayto TyOy BMecTe ¢ HHCTPYKLHEH 10 MEIMLIMHCKOMY
MPUMEHEHHUIO OMEIIAIOT 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.

*TlokazaTeJb MOXKeET OTCYTCTBOBATD B cepTH(UKATe aHAIN3A npousBoauTes. Ilpoussoaures
rapaHTHpYyeT Ka4ecTBO Npelapara 1o THM MOKa3aTe/siM.

1(&PI nallzne (INN) / Haumenopaune APC NirEslie) ey 1
API manufacturer batch number / NMS/14090587
Homep cepun npousoautens A®C:

FP Manufacturer API Batch number /

Homep cepuu cy0cTaHIHH NPOH3BOXHTEIS FERA00552

I'Jid:

API Manufactured by & country / Aarti Drugs Ltd., India /
Hponssogutens ADC, crpana: Aaptu Hparc JItu., Hopus
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanne: [IpoayxT cooTBeTcTBYET Tpebopanusam HJI 3axkmwuyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

Iloarorosnexo: Ramakam \AY Iporepeno: Santosh Kumar @ Onobpeno: Menenep / EG,';EOBOHHTCHL
N | Maurya |- Amit Kumar NS e

Reprint Date / o Reprint Date / Reprint Date / '

Hara: 07.11.2024 Hara: 07.11.2024 Hata: 07.11.2024



Dr. Raddy's Laboratories Lid
‘.. Formulation Umit-6
? .. Vil Kivol, Nalagarh Road, Baddi,
DI'. Reddys ® riss Solan, H.P, 173 205, INDJA
CERTIFICATE OF ANALYSIS R
CEPTUDOUKAT AHAJIM3A \

z,:'r::.f";,i!w: O

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Mpopyxr: Haii3® AkTHBrems (HUMECYNHI) refb AJ1s HapYXKHOTo npumenetus, 1 %, 100 r

Market / PuiHok : Russia / Poccus

Batch No. / . V240727 Batch Quantity / . 12000.00 units /

Cepusi Ne ) Pa3mep cepun * 12000.00e guHAL
Analytical Repourt No./ . 040002709362 Date of Analysis / . 07.11.2024
AHanuTHyecknii oTyer Ne Jara aHanu3za

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

JaTta npou3BoacTea T'onex o

Mifg. License No. /

ITpouspoacCTBEHHAS : MNNB/05/263 MA number: / Homep PY : JIITI-Ne(001336)-(PT-RU)
nuueHsna Ne

Analysis performed according ND / Ananu3 nposeaed no HJI: JITI-Ne(001336)-(PT-RU)-251022
Page 5of 5/ Crp. Su3 5

DLEntE, addrfess, a.uthorlzatlon 1.\10 o FP. Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.

manufacturing site / Control site / Release site / Solan (HIP) 173205, India (License No MNB/05/263) /

I:;:M;szaz:e, ifg; 2;:;01\:;[) JHUCHIHH I-p Penn’c Jlaboparopuc Jita., Muaus, IIponssoacTeennoe
Lo Ill noapasaenenye-6, Busnamk Kxone, Hanarapx Poyn, banny,

NPOH3BO/ICTEG/KOHTPOTE KAYeCTBA/BBINYCK Conau Quctpukrt, X.IT. 173205, Unaus (JInuensus Ne

! s 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».

3aK/0UeHHe 0 COOTBeTcTBMM: «HacToAImuM s IIOATBEPIKIAI0, YTO IPUBEACHHAS BhIe HHQOPMANHs SABIISIETCS
JTOCTOBEPHOM W TOYHOM. DTa Cepusl MPOAYKUMH IpOM3BeAEHA (BKIFOUas yHAKOBKY (MapKHPOBKY) U KOHTpOJIb
Ka4ecTBa) HA BBIIIEYKA3aHHOM IMPOM3BOJACTBEHHON IUTOIManKe (IJIOINaAKax) B IIOJHOM COOTBETCTBHH C
TpeboBanuaMu [Ipasmi HajIexaledl IPOU3BOICTBEHHOM MPakTHKH EBpasHHiCKOro 3KOHOMHYECKOro coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceutssops 2022) m TpeOOBaHMAMH KOHTPOJIA KAvyecTBa JIEKAPCTBECHHBIX
CPEJICTB, a TAKXKE B COOTBETCTBHH CO CIICHU(UKAIUAMY, COAEPKAUIMMUCS B PETMCTPAIMOHHOM JI0ChE CTPaHBI-
UMIIOpTepa. 3amuMcH MO MPOU3BOJCTBY, YIIaKOBKE H aHAJU3Y IIPOBEPEHBI, H YCTAHOBJIEHO HMX COOTBETCTBHUE
TpeboBanuamM [IpaBui HauIeXKaIel IPOU3BOACTBEHHOM IPaKTHKK EBpasHiicKoro 3JKOHOMHYECKOIO COF03a».

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

Ipumeuanne: [poaykr coorBercTRYeT TpeboBaHusiM HJI 3axmouenue: OJJOBPEHO

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

Hoarorosaeno: Ramakar 'X [posepeno: Santosh Kumar@ Onobpeno: Menepiep / Pykoonurens
'ﬁlﬂl b Maurya Amit Kumar N>

Reprint Date / Reprint Date / Reprint Date/ Y

Jarta: 07.11.2024 Jara: 07.11.2024 I[aTa 07. ll 2024

epieLero 15 ] langana, Ind



