Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
ITpoaykr: Haii3® AxTyBresns (HUMeCYJIHa) reb Mg HapyRHoro npumerennsd, 1 %, 50 r

Market / PulHok

: Russia / Poccus

Batch No. / . V240076 Batch Quantity / . 23529.00 units /

Cepus Ne i Pasmep cepuu © 23529.00 equHuL
Analytical Repovrt No. / . 040002433611 Date of Analysis / . 02.03.2024
AHaJuTHYECKHId 0oT4eT Ne Jlara anaausa

Date of Manufacture / . 02/2024 Date of Expiry / . 01/2026

JaTa npousBoacTBa Topen no

Mfg. License No. /

IIpouspoacTBeHHast : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
auueH3ns Ne

Analysis performed according ND / Ananu3 nposeaen no HJI: JIIT-Ne(001336)-(PI'-RU) dt. 25.10.2022 /

JITI-Ne(001336)-(PT'-RU) ot 25.10.2022

Page 1 of 6/ Ctp. 1 u3 6

;I.f / Test / IlokazaTtess Result / Pe3yabTar Specification / Hopma
1. Description / Onucanne Homogeneous, transparent, pale- Homogeneous, transparent, colorless to

yellow gel with characteristic odor
/ OBHOPOIHBIH NMPO3pauHbIi reib
6J1eJHO-KENTOrO LIBETA C
XapaKTepHbBIM 3allaxoM

pale-yellow gel with characteristic odor /
OHOPOIHBI MPO3payHbId  Trejib  OT
GecLBETHOrO J10 GJIEHO-KENTOro LBETA
C XapaKTEPHBIM 3alaxoM

2. Identification / UnenTudukamus

a) HPLC / BOXX

Complies as prescribed
CootBercTBYET TpeOOBAHUAM

/

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
OCHOBHOTO THKa Ha XpOMarTorpamme

HCIIBITYEMOTO ~ pacTBopa  JIOJDKHO
COOTBETCTBOBATb BpEMEHHU
YIEP)KUBAHHWA OCHOBHOTO IIMKa Ha
Xpomarorpamme pacTeopa
CTaHOAapTHOrO OOpasla HUMecyNuaa
(paznen «KonuuecTseHHoe
ONpeeIeHUE )

Remarks : The Product conforms to ND/

Ilpumeuanue: [Ipoaykt coorBeTcTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
3akmouenne: OJIOGPEHO

Prepared by /
ITonrorosneno: Santosh Kumar

Maurya @4

P

Checked by /
Ipoeepeno: Pardeep Kumar

. -

—

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurens
Manoj Kumar

e

Reprint Date /
Hara: 22.03.2024

Reprint Date /
JHara: 22.03.2024

Reprint Date /
Jlara: 22.03.2024




Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoaykr: Haii3® Aktusrens (HAMeCyNia) reib 1A HapYXKHOTO MpUMeHenus, 1 %, 50 T

Market / PoiHOK : Russia / Poccus

Batch No. / . V240076 Batch Quantity / . 23529.00 units /

Cepus Ne ) Pa3mep cepuu " 23529.00 enunuIL
Analytical Repo\}'t No./ . 040002433611 Date of Analysis / . 22.03.2024
AHaJINTHYECKHIi oTUeT Ne JlaTa aHanu3a

Date of Manufacture / . 02/2024 Date of Expiry / . 01/2026

JlaTa npou3BoAacTBA I'open go

Mfg. License No. /

IIponsBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JMUEH3ust Ne

Analysis performed according ND / Anaaus npoeeaen no HJI: JITI-Ne(001336)-(PI'-RU) dt. 25.10.2022 /

JITT-Ne(001336)-(PI'-RU) ot 25.10.2022

Page2 of 6/ Crp. 2 13 6

b) UV spectrophotometry / V-
crniekTpodoTo MeTpus

Complies as prescribed
CooTBeTcTBYET TpeOOBAHUAM

/

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / Y®-cnektp
TNOTJIOLICHW UCHBITYEMOI'O pacTBOpa
JOJDKEH UMETh MAKCUMYM MOIJIOIUCHHA
mpu 397+5 HM

3. | Weight of package contents / 50g/50r According to Rus. Ph. / B cooTBeTcTBMU
Macca coxep:KHEMOro ¢ TpeboBanusmu [ @ PO
YIAKOBKH

4. | pH 3.27 2.5t04.5/012,5 104,5

5. | Viscosity / BazkocTb

966.9 centipoise /
966.9 cantunyas

400 to 1,200 centipoise /
Ot 400 no 1200 canTumyas

6. | Impurities / Ilpumecun

i. | Impurity C/
ITpumecs C

ii. | Impurity D/
[Tpumecs D

Not detected / He oOHapyxeHa

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

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

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

Remarks : The Product conforms to ND/
ITpumeuanue: [Iponykr cooTBeTcTBYET TpeboBanuam HJL

Conclusion : APPROVED /
Zaxawuenne: OJJOGPEHO

Prepared by /
IToarorosieHo: Santosh Kumar

Maurya (y\’

_—

Checked by /
[Mposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBonurens
Manoj Kumar

(STA

Reprint Date /
Jlara: 22.03.2024

Reprint Date /
Iata: 22.03.2024

Reprint Date /
Hara: 22.03.2024




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
INpoaykr: Haiis® Akrupresb (HUMECYJIHA) Tellb JUI1 HAPYKHOTO NpuMeHerus, 1 %, 50 r

Market / PorHok : Russia / Poccus

Batch No. / . V240076 Batch Quantity / . 23529.00 units /

Cepus Ne ) Pazmep cepun * 23529.00 epunu
Analytical RepOft No./ . 040002433611 Date of Analysis / . 22.03.2024
AHaJIHNTHYECKHiT 0TUET Ne JlaTa aHanu3a

Date of Manufacture / . 02/2024 Date of Expiry / . 01/2026

JaTa npoM3BOACTBa I'ogen no

Mfg. License No. /

IIponspoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JinueH3ust Ne

JITI-Ne(001336)-(PI"-RU) o 25.10.2022

Analysis performed according ND / Anasus nposeaen no HJI: JIII-Ne(001336)-(PI'-RU) dt. 25.10.2022 /

Page3 of 6/ Crp. 3 u3 6

iii. | Any other impurity / 0.13% Not more than 0.50 % /
Jhobas npyras npumech He 6onee 0,50 %

iv. | Total impurities / 0.2% Not more than 1.50 % /
Cymma npumeceit He 6onee 1,50 %

7. | Microbial purity* / Muxpo6uojornyeckas 4ucToTa*

i. |Total Aerobic Microbial Count / Less than 10 CFU/g/ Not more than 100 CFU/g /
O6uee yrcno aspoOHBIX MUKPO- Menee 10 KOE/r He 6onee 100 KOE/r
OpraHu3MOB

ii. | Total Combined Yeast and Less than 10 CFU/g / Not  more  than 10 CFU/g
mould count / O6wee uncio Menee 10 KOE/r He 6onee 10 KOE/r
JIPOMOKEBBIX M TIECHEBBIX
rpuboB

iii. | Pseudomonas aeruginosa Absentinl g/ Should absentin 1 g/
OtcyTeTByeTB 1 T OrcyreTrRue R 1T

iv. | Staphylococcus aureus Absentinl g/ Should absentin 1 g/
OtcytctByerB 1T OtcyrcTBUE B 1 T

Remarks ; The Product conforms to ND/
Ipumeyanne: [IpoaykT coorBercTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
3akmwouyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneHo: Santosh Kumar Ipoeepeno: Pardeep Kumar Ono6peno: Menemxkep / Pykopoautenn
Maurya Cﬁ/ ' Manoj Kumar

~ k_‘[’:’ @ﬂ,ﬂ,ﬂ()
Reprint Date / Reprint Date / Reprint Date /
Hara: 22.03.2024 JlaTa: 22.03.2024 Jara: 22.03.2024
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
TNponykr: Haiiz® AkTHBress (HUMECYJIHA) Ielb A7 HApY)KHOro DpuMeHeHH s, 1 %, 50 r

Market / Po1Hok : Russia / Poccust

Batch No. / . V240076 Batch Quantity / . 23529.00 units /

Cepust Ne . Pazmep cepun * 23529.00 epuHuL
Analytical Repovrt No. / . 040002433611 Date of Analysis / . 22.03.2024
AHaanruyeckuii oryer Ne JlaTa ananusa

Date of Manufacture / . 02/2024 Date of Expiry / . 01/2026

Hdarta npousBoacTsa I'onen no

Mfg. License No. /

ITpousBoacTBeHHAsA : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI"-RU)
nuuensust Ne

Analysis performed according ND / Ananus nposegex no H/I: JITI-Ne(001336)-(PI'-RU) dt. 25.10.2022 /

JIII-Ne(001336)-(PI'-RU) ot 25.10.2022

Page4 of 6/ Ctp. 4 u3 6

8. | Assay/KoanyecTBenHoe onpe/ejieHHe
Nimesulide / 9.98 mg/9.98 mMr 9.0 mg to 11.0 mg of Ci3H12N20sS
Humecynun (99.8 %) (nimesulide) (90.0% to 110.0% of label
claim)in 1 gofgel /
Ot 9,0 mr mo 11,0 mr Ci3H12N2OsS
(aumecynun) (ot 90,0 % no 110,0 % ot
HOMHHAJILHOIO cofepkanus) B 1 r rens
9. | Dimethyl sulfoxide / 100.2 % 90% to 110% of C;HsOS (dimethyl
Jumernicyab(orcua sulfoxide) of label claim /
Ot 90 % mo 110 % C,HsOS
(nuMeTuncynbpokcun) ot
HOMUHAJIEHOT'O CO/IEPIKaHMS
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 Ty6y u3
JIAMHHHPOBAHHOTO ATMIOMHHHS, CHabXEHHYIO MeMOpaHOH I/ KONTPOJIA
nepBoro BCkpsiTH. Kaxayio TyOy BMeCTe ¢ HHCTPYKLMEH MO MEIULIMHCKOMY
NPUMEHEHHIO MOMEIIAIOT B Na4YKy 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.

Remarks : The Product conforms to ND/
Ipumeuanne: [IponykT cooTBeTcTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
3akmoyenne: OJJOBPEHO

Prepared by /
IToarorosneHo: Santosh Kumar

Maurya

Q-

—

Approved by: Manager/Executive /
Onobpeno: Menemkep / PyxoBoauTenb

Checked by /
Ipoeepeno: Pardeep Kumar

# Manoj Kumar
= @%A—

Reprint Date /
Jara: 22.03.2024

Reprint Date /
Jara: 22.03.2024

Reprint Date /
Jlarta: 22.03.2024




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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

Mpoayxr: Haii3® AKTUBresb (HUMECYNHI) refib Ul HapyKHOro npuMeHenus, 1 %, 50 r

Market / PoiHOK : Russia / Poccus

Batch No. / . V240076 Batch Quantity / . 23529.00 units /

Cepusi Ne ) Pasmep cepuu © 23529.00 equHuL
Analytical Repourt No. / . 040002433611 Date of Analysis / . 22.03.2024
AHaNUTHYECKHIi oTYeT Ne JlaTa aHanu3a

Date of Manufacture / . 02/2024 Date of Expiry / . 01/2026

JlaTa npou3BoacTBa TI'ogen no

Mfg. License No. /

IlpousBoacTBeHHAs : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JuueH3ust Ne

Analysis performed according ND / Anaau3 nposeaen mo HJI: JITI-Ne(001336)-(PI'-RU) dt. 25.10.2022 /

JII-Ne(001336)-(PI'-RU) o1 25.10.2022

Pagc5of 6/ Crp. 5m3 6

*[loka3aTesb MOXKET OTCYyTCTBOBATLH B ceanq)uKaTe AHAJIH3A IPOU3BOAHUTEJIA. HpOHZBO}.IHTeJ'lb

TapaHTHPYET Ka4eCTBO Npenapara no 3THM oKa3aTe/IsiM.

API name (INN) / Haumenopauue AD®C
(MHH):

Nimesulide / Humecynun

API manufacturer batch number /
Homep cepun npoussosurens APC:

NMS-1A-233025

FP Manufacturer API Batch number /
Homep cepuu cyGcTaHIHT
npoussoauTes I'JID:

FERA00060

API Manufactured by & country /
IIponszsoaurens A®C, crpaHa:

Mangalam Drugs and Organics Ltd., India /
Manranawm [Ipar3s sua Opranukc Jita., Huaus

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

HaunmMeHoBaHue, aJipec H HOMep
JIMIEH3HH IIOIIATKH,
ocymecTBIsSIOmen

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan (HP) 173205, India (License No MNB/05/263) /
I-p Pepnu’c Jlaboparopuc Jlta., Uunus,
[MpousBoacTBeHHOE oApasaeneHue-6, Bumiamk Kxos,
Hanarapx Poyn, bagnu, Conan Jquerpuxr, X.I1. 173205,
Hupus (JInnensus Ne MNB/05/263)

N pPOH3BOACTBO/KOHTPOIb
KavdecTBA/BRINyck TIIMD /

Remarks : The Product conforms to ND/
Hpumeuanue: [IpogykT cooTBeTcTBYET Tpeboranusm HJL

Conclusion : APPROVED /
3axkmouenue: OJIOGPEHO

Prepared by / Checked by /
TToarorosineno: Santosh Kumar

Maurya @ QC - _

—

IporepeHo: Pardeep Kumar

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

Manoj Kumar {

Reprint Date /
Hata: 22.03.2024

Reprint Date /
Jlara: 22.03.2024

Reprint Date /
Jlata: 22.03.2024

ADE

Registerad Office: A7
Tl +93 40 4900

R N, 2, Banjara iblis, Hydermabad - 5

0034, Telangans, indiz
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CERTIFICATE OF ANALYSIS
CEPTUO®HKAT AHAJIN3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
MpoaykT: Haiizs® AKTUBresb (HUMECYNIH) relib Ul HapyKHOTO ipiMenenu, 1 %, 50 r
Market / PoiHox : Russia / Poccus
Batch No. / . V240076 Batch Quantity / . 23529.00 units /
Cepus Ne ) Pazmep cepuu " 23529.00 eaunuL
Analytical Repoz‘t No./ . 040002433611 Date of Analysis / . 22.03.2024
AHanuTuyeckuii oTuer Ne Jarta ananusa
Date of Manufacture / . 02/2024 Date of Expiry / . 01/2026
Jara npousBojcTBa I'ogeH a0
Mfg. License No. /
IIpouseoacTBeHHAst : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
auueHsus Ne
Analysis performed according ND / Anann3 nposeaen no HJI: JIIT-Ne(001336)-(PT-RU) dt. 25.10.2022 /
JITI-Ne(001336)-(PT"-RU) ot 25.10.2022

Page 6 of 6/ Ctp. 6 u3 6

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».

3aKJI0ueHHe 0 COOTBeTCTBHH: «HacToAIuM 51 IIOATBEPIKIAI0, YTO IPUBEIECHHAs BbIIEe HHYOPMALUS ABIACTCA
JOCTOBEPHOM M TOYHOM. DTa cepus NPOLYKLUHMH IPOM3BeJeHa (BKIIOYAs YIAKOBKY (MapKHPOBKY) U KOHTDPOJb
KayecTBa) Ha BBIIIEYKa3aHHOM IPOM3BOJCTBEHHON IUTOmAKe (TUIOMIAAKAaX) B IIOJHOM COOTBETCTBHH C
TpeGoBannaMu [IpaBun HaQUIeXalleld TPOU3BOACTBEHHON NpakTHKK EBpasuiickoro 3KOHOMHYECKOro corosza (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceHtsiops 2022) u TpeOOBaHHUSAMH KOHTPOIS KayecTBa JIEKAPCTBEHHBIX
CPEJICTB, a TAKXKE B COOTBETCTBHHU CO clienUPUKAlMAMH, COAEPKAMUMHUCH B PETHCTPAIIMOHHOM JOCHE CTPAHBI-
UMIIOpPTEPA. 3alMCH 110 IPOU3BOACTBY, YIAKOBKE M aHATM3y NPOBEPEHBI, M YCTAHOBICHO HMX COOTBETCTBHUE
tpeboBauusam [IpaBui Haaexariel Ipou3BoACTBEHHOH IPaKTUKH EBpasuiiCKOro 3KOHOMUYECKOI'0 COr03a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuannue: [IpoaykTt coorsercTByeT Tpebosanmsam HJT 3axkmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Santosh Kumar ITposepeno: Pardeep Kumar Ono6peno: MeHnemxkep / PykosoauTens
Maurya ; Manoj Kumar _

Reprint Date / Reprint Date / Reprint Date /

Jara: 22.03.2024 Hara. 22.03.2024 HMaia: 22.03.2024

wowwidirredavs.com



