@
Dr.Reddy’s €

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIU3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
IIpoaykt: Haii3® AkTHBrens (HUMeCYNH) refib IS HapYKHOIO npuMeHenus, 1 %, 100 r

Market / PeiHok : Russia / Poccus

Batch No. / . V240863 Batch Quantity / . 11790.00 units /

Cepus Ne ) Pasmep cepuu * 11790.00egunnn
Analytical Repovrt No./ . 040002752474 Date of Analysis / . 10.12.2024
AHajuTHyeckHii oTuer Ne JlaTta ananusa

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

JaTa nponu3BoAcTBa Tonen o

Mfg. License No. /

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

Analysis performed according ND / Auanus nposenen no HJI: JITI-Ne(001336)-(PI'-RU)-251022
Pagel of 5/Crp. 1u3 5

ﬁ.:) 4 Test / ITokazaTesn Result / PesyabTaT Specification / Hopma
1. Description / Onucanne Homogeneous, transparent, pale- | Homogeneous, transparent, colorless to

vellow gel with characteristic odor / | pale-yellow gel with characteristic odor /
OnHoponublif  mpo3paudbll  renb | OAHOpOZHBIM Mpo3pauHblil  renp  OT
OnenHo-XKeNToro 1BETA ¢ | GecuBeTHOTrO 10 OGIEAHO-KENTOrO LIBETa
XapaKTepHBIM 3a11axoM C XapaKTEePHbIM 3aMaXoM

28 Identification / UaenTndukanus

a) HPLC / BDXKXX Complies as prescribed /| The retention time of the main peak in
CootsercTByeT TPEOOBAHUAM 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 ynepakuBaHus
OCHOBHOI'O I[IMKa Ha XpoMaTorpamme
HCITBITYEMOTO pacTBopa JOJKHO

COOTBETCTBOBATH BpeMeHH
yIepKHBaHUs OCHOBHOrO TMKa Ha
XpomarorpaMmme pactBopa
cTaHAapTHoro oOpaslia HUMeCYJIHAa
(paznmen «KonuuecTBeHHOE
onpeneseHne)

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

Ipameuanue: [Tpoxykr cooTBeTcTBYeT TpeGoBaHusM HJJ 3akmouenne: OJOBPEHO

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

Iloarorosneno: Ramakan IIposepeno: Santosh Kunte Opobpeno: Menegrep / Pykosogutens

m\ﬂs’L Maurya {% Amit Kumar l}g b
Reprint Date / = Reprint Date / Reprint Date/ |
Jata: 10.12.2024 Hara: 10.12.2024 Jarta: 10.12.2024




Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
HNpoaykr: Haii3® AkTusrens (HUMeCy/IMA) relb [isl HApYKHOTO npHmerienus, 1 %, 100 r

Market / PuiHok : Russia / Poccus

Batch No. / . V240863 Batch Quantity / . 11790.00 units /

Cepus Ne ) Pa3smep cepu * 11790.00eavHu1L |
Analytical RepOft No./ . 040002752474 Date of Analysis / . 10.12.2024

AHaauTnyeckuii oruer Ne Jarta ananusa

Date of Manufacture / . 12/2024 Date of Expiry / . 112026

JlaTa npou3BOACTBA IN'open no

Mfg. License No. /

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

JHueH3ua No

Analysis performed according ND / Ananus nposegen no HJI: JITT-Ne(001336)-(PT-RU)-251022
Page2 of 5/ Ctp. 213 5

UV absorption spectrum of the test
solution should have absorption
maximum at 39745 nm / Y®-cnektp
NOTJIOUIEHUS MCTIBITYEMOTO  pacTBOpa
JOJDKEH UMETh MAKCHMYM TOTJIOLEHUS
nipu 39745 HM

Complies as prescribed /
CooTBeTCTBYET TPEOOBAHUAM

b)UV spectrophotometry /
Y®D-cniextpodoTo meTpHs

3. Weight of package contents / 102g/102r According to Rus. Ph. / B cooTBeTcTBHH
Macea coaep:KHMOro c TpeboBanusmu I'® PO
YNAKOBKH
4, | pH 3.25 25t04.5/012,5004,5

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

1012 centipoise /
1012 cantunyas

5. | Viscosity / BazkocTs

6. | Impurities / IIpumecn

1. | Impurity C/
[pumecs C

ii. | Impurity D/
ITpumecs D

Any other impurity /
Jlrobas npyras npumech

iil.

Not detected / He oOHapykeHa

Below LOD (LOD = 0.02 %) /
Huske npenena odHapyxenus (110
=0.02 %)

Below LOQ (LOQ =0.03 %)/
Huxe npenena KoNU4ecTBEHHOTO
onpenenenus (ITKO = 0.03 %)

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

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

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

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT cooTBeTcTBYeT TpeboBaHusm HJI

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

IMoarotosneno: Ramakant b IIpoeepeno: Santosh Kumar Onobpeno: Mel-u’?-{;i{epf PykoBoguTes
At Maurya :?\ | AmitKumar [N —3i

Reprint Date / \ Reprint Date / Reprint Date / |

Hara: 10.12.2024 Hara: 10.12.2024 Jara: 10.12.2024




Dr.Reddy’s Qf'

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
\Mpoaykr: Haiis® Akrusrenb (HUMecynu) refib ANls HapyxHOro npumenenis, 1 %, 100 r

Market / Ppluok

: Russia / Poccus

Batch No. / . V240863 Batch Quantity / . 11790.00 units /

Cepus No ) Pazmep cepuu © 11790.00enuHyL
Analytical Repourt No./ . 040002752474 Date of Analysis / . 10.12.2024
AHaJIHTHYECKHH oTYeT Ne JaTta anannsa

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

JlaTa npou3BoACTBA Toaen o

Mfg. License No. /

IlpousBoacTBeHHAs! : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
Junuenzus No

Analysis performed according ND / Auasiu3 nposeged mo HJI: JITI-Ne(001336)-(PI™-RU)-251022

Page3 of 5/ Ctp.3u3 5

iv. | 'T'otal impurities / Not more than 1.50 % /
Cymma npumeceit L He 6onee 1,50 %
7. | Microbial purity* / Mukpo6HoJIoOrHYecKas YHCTOTA®
i. | Total Aerobic Microbial Count NA Not more than 100 CFU/g /
/ Obulee ynco aspoOHbIX He 6onee 100 KOE/r
MUKPOOPTraHH3MOB
ii. | Total Combined Yeast and NA Not more than 10 CFU/g
mould count / Obuiee uucio He 6onee 10 KOE/r
JPOMOKEBBIX M NIIECHEBBIX
rpHOOB
iii. | Pseudomonas aeruginosa NA Should absentin 1 g/
OtcyrctBue B 1 r
iv. | Staphylococcus aureus NA Should absent in 1 g/
OtcyrcTBUe Bl 1
8. | Assay/KoanuecTBeHHOE ONpeae/IeHUE
Nimesulide / 9.97 mg/9.97 mr 9.0 mg to 11.0 mg of C13H12N2058
Humecynun (99.7 %) (nimesulide) (90.0% to 110.0% of label
claim)in 1 g of gel /
Ot 9,0 mr no 11,0 mr Ci3H12N20sS
(rumecynun) (ot 90,0 % 10 110,0 % ot
HOMUHAJILHOTO coAepxaHus) B 1 r ress

Remarks : The Product conforms to ND/
IMpumeuanne: [Ipoaykt cooTBeTcTByeT Tpeboranusam HJI

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

Jara: 10.12.2024

Harta: 10.12.2024

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

INoarorosneno: Ramakant r Iposepeno: Santosh Kumar, | Onobpeno: Meﬁe%ﬁep / P@'KOBOZ{I/ITGJIB
ly' Maurya A~ | Amit Kumar j o L

Reprint Date / o Reprint Date / Reprint Date/ ¥

MHara: 10.12.2024
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Dr.Reddy’s Q,.
CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHATHU3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Hpoaykr: Haiis® Axtusrens (HuMecynua) reib Alsl HAPYXKHOTO npumerenns, 1 %, 100 1

Market / PulHok : Russia / Poccus

Batch No. / . V240863 Batch Quantity / . 11790.00 units /

Cepus Ne ) Pa3mep cepuu * 11790.00eauHu1
Analytical Repourt No./ . 040002752474 Date of Analysis / . 10.12.2024
Ananurnueckuii oruer Ne Jara ananusa

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

JaTta npousBoacTsa Toxen po

Mfg. License No. /

Ipou3goacTeeHHAA : MINB/05/263 MA number: / Homep PY : JII1-Ne(001336)-(PI"-RU)
JIMHeH3Hs1 N

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

Page4 of 5/ Crp. 4n3 5

9. | Dimethyl sulfoxide / 99.9 % 90% to 110% of Co2HsOS (dimethyl
Jumernacyabdorcna sulfoxide) of label claim /
Ot 90 % nmo 110 % C;HsOS

(mnmeTuncynpdokeHI) OT
HOMHHAJIBHOI'O COJIEPKaHMUs

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. / Ilo 100 r B TyOy M3
JTaMMHHPOBAHHOTO aIOMUHHKS, CHaO)keHHYI0O MeMmOpaHOH JUls KOHTpPOJIs
nepeoro BekpbiTH. Kaxayio TyOy BMecTe ¢ HHCTPYKUMEN MO MEAULIMHCKOMY
NPUMCHEHHIO MIOMELIAIOT B [1a4Ky KapTORHYIO.

*The parameter may not be included in the manufacturer's Certificate of Analysis. The
manufacturer guarantees the quality of the product for these parameters.

*TlokazaTes b MOXKET OTCYTCTBOBATH B ceprudukaTe anann3a npoussoaurens. Ilpoussoaurens
rapasHTHpyeT Ka4ecTBO Npenapara Io 3THM NOKa3aTe/IsiM.

API name (INN) / HanmenoBanune ADC

(MHH): Nimesulide / Humecynun

API manufacturer batch number / NMS/14100690
Homep cepun npoussoxureas ADC:

FP Manufacturer API Batch number /

Homep cepnu cy0cTAHIHH NPOH3BOINTENA FERAQ00616

I'JIP:

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

IIpouspoaurenn, APC, cTpana: Aaptu parc JIta., Uanus

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

IIpumeyanue: ITpoaykr cooTBeTcTBYeT TpeboBanuam HJI Zaxmouenune: OJJOBPEHO

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

[Moarorosneno: Ramakant Iposepeno: Santosh Kumar OpnobpeHo: Meﬂe,u;v / P}dpno,rurrcnh
m\ Maurya l@ Amit Kumar / S

Reprint Date / Reprint Date / Reprint Date/ ¥

Hara: 10.12.2024 Jara: 10.12.2024 JHara: 10.12.2024
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ipoaykr: Haii3® AkTHBremnb (HUMECYNHA) reflb JUIA HapyKHOTO NMPUMEHeH ., 1 %, 100 T

Market / PelHok : Russia / Poccus

Batch No. / . V240863 Batch Quantity / . 11790.00 units /

Cepus Ne ) Pasmep cepun © 11790.00e quHuL
Analytical Repovrt No./ . 040002752474 Date of Analysis / . 10.12.2024
AHaauTHYECKHIT 0TUeT Ne JlaTa ananusa

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

JaTa npou3BoacTBa T'ogen o

Mfg. License No. /

IIpou3BoacTBeHHASA : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
auuensus Ne

Analysis performed according ND / Ananu3 nposegen no HJI: JITI-Ne(001336)-(PI'-RU)-251022
Page Sof 5/ Ctp. 5u3 5

INaine,address;aushorzationNoior _ Db Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.

manufacturing site / Control site / Release site / Solan (HP) 173205, India (License No MNB/05/263) /
Eﬁ:ﬁ:giﬁazze;uiigi;:;&tgp L I-p Pennu’c Jlaboparopuc JIta., Unaus, I[lpoussoacreeHHoe

» 0¥ noapasaenenune-6, Bunnamwk Kxones, Hanarapx Poya, bannu,
IPOM3EOACTEO/KOHTPO.IL KAYECTBA/BLITYCK Conan JQuctpukr, X.I1. 173205, Uuaua (Jluuensus Ne
LAY 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».

3akJ0ueHne 0 cooTBeTcTBHH: «HacTosmuM s MOATBEPKIAK0, YTO NPHBEACHHAS BBIIIE HHYOPMAIUS ABIAETCA
JIOCTOBEPHOM M TOYHO. DTa ceprs MPOTYKUHH ITPOM3BECHA (BKJIIOYAsA YNAKOBKY (MapKUpPOBKY) M KOHTpOIb
KayecTBa) Ha BBIIEYKAa3aHHONW MPOU3BOACTBEHHOH IUTOMaAKe (IJIOINAAKAaX) B IOJHOM COOTBETCTBHH C
TpeGosanuaMu [IpaBui Hauiexael IpON3BOICTBEHHOM IpaKTHKH EBpa3uiickoro s3koHOMHYECKOro coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceutsiops 2022) u TpeOOBaHHIMH KOHTPOJS KayeCcTBa JICKAPCTBEHHBIX
CPEZICTB, & TAKXKE B COOTBETCTBUM CO CIEeNU(HUKAIMAMY, COACPKAMIUMHUCSA B PETHCTPAIIHOHHOM JOCHE CTPaHBI-
UMIOpTEpa. 3amucH 1O MPOU3BOJACTBY, YIAKOBKE M aHaIM3y HPOBEPEHBI, U YCTAHOBJIEHO HUX COOTBETCTBUE
TpeGoBanusaM [IpaBuit Ha IexKaleil TPOU3BOACTBEHHOH IPaKTUKK EBpasuiiCKoro 3KOHOMHUYECKOTO COX03a).

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

ITpumeuanue: [IpoaykT cooTBeTcTBYeT TpeboBanusaM HJL 3akawuenne: OTOBPEHO

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

IToaroroeneno: Ramalkgnt x\ Ipoeepeno: Santosh Kumar. OnobpeHo: Mt:l-!(i,’.')}i{ep / PykosoanTens
LQ‘W\_U‘}' Maurya CP | Amit Kumar PN —

Reprint Date / =Nk Reprint Date / Reprint Date/ '}

Hara: 10.12.2024 Hara: 10.12.2024 Jara: 10.12.2024




