Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
HNpoaykr: Halis® AKTHBrens (HIMeCY1HI) refb s HapyKHoro npumenenus, 1 %, 50 r

Market / PoiHok

: Russia / Poccns

Batch No. / . V250064 Batch Quantity / . 23530.000units /

Cepus Ne ’ Pa3mep cepun * 23530.000 enmHuL
Analytical Repo“rt No./ . 040002804386 Date of Analysis / . 07.02.2025
AHaJHTHYECKHUIi oTueT Ne JlaTa aHanu3a

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026

JaTa npousBoacTea I'onen no

Mfg. License No. /

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

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

Page 1 of 6/ Crtp. 1 m3 6

JI:‘? / Test / IlokazaTean Result / PesyabTat Specification / Hopma
1. Description / Onucanne Homogeneous, transparent, pale- | Homogeneous, transparent, colorless to

yellow gel with characteristic odor /
OnHoponHBIH TNpO3pauHbIi  refb
G11eAHO-KETOro LpeTa c
XapaKTepHbIM 3aMaxom

pale-yellow gel with characteristic odor /
OpHoponHbId  Mpo3payuHbli  refib  OT
6ecuBETHOrO A0 OJIEMHO-KENTOTO LIBETA
¢ XapaKTepHBIM 3aMaxom

2. Identification / MaenTnduxanus

a) HPLC / BOXX

Complies as prescribed /
CoOTBEeTCTBYET 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 ynepskupanus
OCHOBHOTO IHKAa Ha XpOMaTorpaMme
UCTIBITYEMOr 0 pacTBopa JIOT>KHO

COOTBETCTBOBATH BPEMEHH
VAEpP)KHBaHHA OCHOBHOTO IIMKa Ha
XpoMarorpaMmme pacTBopa
CTaHmapTHOro obOpasna HuMecyauja
(pazgen «KonuuecTBeHHOE
oTpefieSICHUE»)

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykt cooreercTByeT TpebosanusM HJT

Conclusion : APPROVED /
3anoenue: OJNOBPEHO

Prepared by /

Checked by / Approved by: Manager/Executive /
ITporepeno: Pardeep Kumar Onobpeno: Menemxep / Pykosoamnrens

>_f,/ Pavan Kumar Sharma

p ;__,__ﬂu_—r-j‘”

Hoaroroeneno: Ramakant %
s
\

Reprint Date /
Hata: 07.02.2025

Reprint Date / Reprint Date /
Jara: 07.02.2025 Jata: 07.02.2025
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Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIN3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
INpoaykr: Haits® AKTHBreab (HUMECYNUN) Telib 171 HAPYKHOro npumeHenus, 1 %, 50 r

Market / Poitok : Russia / Poccust

Batch No. / . V250064 Batch Quantity / . 23530.000units /

Cepus Ne ) Pa3mep cepun " 23530.000 enmHuI
Analytical Repourt No./ . 040002804386 Date of Analysis / . 07.02.2025
AHanuTuyeckuii oTyer Ne Jara avanunza

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026

Jara npouszBoacTsa TopeH no

Mfg. License No. /

IIpouseoacTBenHast : MINB/05/263 MA number: / Homep PY : JIIT1-Ne(001336)-(PI'-RU)
JanueH3us Ne

Analysis performed according ND / Ananus nposegen mo HJI: JITT-Ne(001336)-(PI-RU)-251022
Page2 of 6/ CTp. 213 6

No /

N Test / IlokazaTenn Result / PesyabTat Specification / Hopma

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

crnekTpo(OTo METPHS CootsercTByeT TPEOOBAHNAM solution should have absorption
maximum at 39745 nm / Y®-cnektp
MODJIOLIEHHs  MCTIBITYEMOro  pacTBopa
JIOJDKEH UMETh MAKCUMYM MOTJIOLIEHUS
npu 397+5 um

3. | Weight of package contents / S1g/5lr According to Rus. Ph. / B cooTBeTcTBHH
Macca cogep:kHMOro ¢ tpeboBannsimu ['® PO
yIAKOBKH

4. | pH 3.22 25t04.5/0t12,5004,5

5. | Viscosity / BaszkocTb 952.9 centipoise / 400 to 1,200 centipoise /

952.9 caHTunya3 Ot 400 no 1200 cantunyas
6. | Impurities / IIpumecn
i. | Impurity C/ Not detected / He o6Hapy»eHa Not more than 0.50 % /
ITpumecs C He 6onee 0,50 %
ii. | Impurity D/ Not detected / He 0OHapy>keHa Not more than 0.50 % /
IMpnumecs D He 6onee 0,50 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBanuaM HJ| Zaxmoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

\__\ﬁ/ Pavan Kumar Sharma L_{,N'?,f;«—: o

[ToaroroBineHo: Ramam Ly [poepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoauTelb
o :

==

Reprint Date / \ Reprint Date / Reprint Date /
Hara: 07.02.2025 Jata: 07.02.2025 Jara: 07.02.2025
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIN3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoaykr: Haii3® AKTHBrelb (HHMECYIII) refb IS Hapy/kHOro npiMeHennd, 1 %, 50 r

Market / PoiHok : Russia / Poccust

Batch No. / . V250064 Batch Quantity / . 23530.000units /

Cepus Ne ) Pasmep cepun * 23530.000 exnHHL
Analytical Repovrt No./ . 040002804386 Date of Analysis / . 07.02.2025
AHanuTHYeCcKHT oTyeT No Hara ananunsa

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026

JaTa npousBoacTsa T'onen mo

Mfg. License No. /

IIpousBoacTBeHHAast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
JuueH3us Ne

Analysis performed according ND / Ananu3s nposegen no HJI: JITI-Ne(001336)-(PI'-RU)-251022
Page3 of 6/ Ctp.31u36

;? / Test / IlokazaTennb Result / PesyabTart Specification / Hopma
iii. | Any other impurity / 0.04% Not more than 0.50 % /

Jliobas npyras npumecs He Gonee 0,50 %
tv. | Total impurities / 0.1% Not more than 1.50 % /

Cymma npumeceii He 6onee 1,50 %

7. | Microbial purity* / Mukpo0no/aoruueckas yucrora®

Less than 10 CFU/g/
Menee 10 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

i. |Total Aerobic Microbial Count /
Ob6uiee yncno aspoOHBIX MUKPO-
OpraHu3MoB

Not more  than 10CFU/g  /

He 6onee 10 KOE/r

Less than 10 CFU/g/
Menee 10 KOE/r

ii, | Total Combined Yeast and
mould count / Obwiee uncio
OPONOKEBBIX M TIECHEBBIX
rpuboB

Should absentin 1 g/
OrcyrcTBue B 1 1

Should absentin 1 g/
OtcyrcTBUe B I 1

Absentin 1 g/
OtcytctByeT B 1 1

Absentin 1 g/
OtcyrcTByeTB 1 T

iii. | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

8. | Assay/ KoqndecrBenHoe onpeaenenue

Conclusion : APPROVED /
3axmrouenue: OJJOBPEHO

Remarks : The Product conforms to ND/
ITpumeuanne: IIponykt cooTBeTcTBYET TpeboBanuam HJ

Prepared by /
My

IToarorosneno: Ramakant

Checked by /
Ilpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /

Onobpeno: Menemwxkep / Pykosoautesib

Pavan Kumar Sharma | N_/;ﬂ’
=

>

Reprint Date / \
JHara: 07.02.2025

Reprint Date /

Jara: 07.02.2025

Reprint Date /
Jara: 07.02.2025




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoayir: Halis® Axrusrens (HUMECYIHN) renb [/ HapyKHOro npumenenus, 1 %, 50t

Market / PuiHok : Russia / Poccus

Batch No. / . V250064 Batch Quantity / . 23530.000units /

Cepusi No ) Pa3mep cepun " 23530.000 eauHuLL
Analytical Repourt No./ . 040002804386 Date of Analysis / . 07.02.2025
AHaJUTHYECKHiT oTyeT Neo Jara ananuza

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026

Jdara npousBoacTBa T'ogen a0

Mfg. License No. /

Ilpou3BoacTBeHHas! : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JauueH3us Ne

[Analysis performed according ND / Ananu3s npoeeaen no HJI: JITI-Ne(001336)-(PI'-RU)-251022

Page4of 6/ Crp. 4u3 6

i? 4 Test / [loka3aTean Result / PesyabTart Specification / Hopma
Nimesulide / 10.03 mg/ 10.03 mr 9.0 mg to 11.0 mg of C13H12N20sS
Humecynun (100.3 %) (nimesulide) (90.0% to 110.0% of label

claim)in 1 gof gel /

OT 9,0 MI" 10 11,0 Mr C13H12N2058
(aumecynun) (ot 90,0 % 00 110,0 % ot
HOMMHAIBHOIO COAEPKaHus) B 1 T rens

9. | Dimethyl sulfoxide / 102.6 % 90% to 110% of C;HsOS (dimethyl
JumeTniacyangokcny sulfoxide) of label claim /
Ot 90 % no 110 % C;HsOS

(mumeTHncynshoKcUa) oT
HOMHHAJILHOTO COAEPIKaHUA

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 u3
JNaMHUHHUPOBAHHOTO AaNOMHHKS, CHaOXEHHY0O MeMOpaHOH 1 KOHTpOJs
nepBoro BCkpbiTua. Kaxnyro TyGy BMeCTe ¢ HHCTPYKLMEH 10 MEAULMHCKOMY
NPUMEHEHHUIO TTOMELIAIOT 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.

*[Iokazaresib MOJKET OTCYTCTBOBATL B cepTHHKATE aHAIN3A Npou3BoanTe . Ilpoussoguresn
rapaHTHpPYeT KA4YecTBO Ipenapara 1o 3THM N0Ka3aTesIsM.

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

IIpumeuanne: [IpoaykT coorBeTcTBYeT Tpebosanusam HJI 3akawouenune: OJJOBPEHO

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

[loaroroeneno: Rama K t & ITpoeepeHo: Pardeep Kumar Onobpero: Menemkep / Pykogoantens

_ p Pavan Kumar Sharma e

m(}/ - 1

Reprint Date / \ Reprint Date / Reprint Date /

Hara: 07.02.2025 Hara: 07.02.2025 Jara: 07.02.2025




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUD®HUKAT AHAJIN3A
[_Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Tpoaykr: Hait3® AxTusrenb (HUMECYJHI) refib 1S HAPYKHOTO NpumeHeHits, 1 %, 50 r
Market / Poinok : Russia / Poccus
Batch No. / . V250064 Batch Quantity / . 23530.000units /
Cepus Ne ) Pa3zmep cepun * 23530.000 enuHAL |
Analytical Repovrt No./ . 040002804386 Date of Analysis / . 07.02.2025
AHanuTHYeCKHI oTyeT No JlaTa aHanu3a
Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026
Jara npou3BoacTBa T'ogen o
Mfg. License No. /
IIpounsBoacreenHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
auueH3un Ne
Analysis performed according ND / Anasn3s nposeaen 1o HJI: JIIT-Ne(001336)-(PI'-RU)-251022

PageSof 6/ Crp. 513 6

é\}])]I_I lll_Ia)r:ne (INN) / Haumenopanue APC N To—

API manufacturer batch number / NMS/14100706

Homep cepun npouspoaunteas APC:

FP Manufacturer API Batch number /

Homep cepun cy6cTaHIHH FERAQ0635

nponzsoaurensa I'JID:

API Manufactured by & country / Aarti Drugs Ltd., India /
IIponssoaurean APC, crpana: Aaptu Jlparc JIta., Maans

Name, address, authorization No for

FP manufacturing site / Control site / Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Release site / Distt. Solan (HP) 173205, India (License No MNB/05/263) /
HaumeHoBaHue, agpec H HoMep I-p Pennu’c Jlabopatopuc Jlta., Uuaus,
JHIEH3HH MJIOIAAKH, IMpoussoacTeeHHOE Noapasaeaenne-6, Bunnamwk Kxons,
ocyuecTBAA 0 IeH Hanarapx Poya, banau, Conan Juctpukr, X.I1. 173205,
MPOU3BOACTBO/KOHTPOND Hupus (JInnensus Ne MNB/05/263)
kadecTBa/BbInyck LJIP /

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

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: Ipoaykt coorBeTcTByeT Tpebopanusm HJI 3axarouennc: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosneno: Ramakant \f ITposepeno: Pardeep Kumar Onobpeno: Menemxep / Pykosoaurens
; J Pavan Kumar Sharma sy =

d’\/ ("_>L—*:— «_’S;;/_//J,..-,-
Reprint Date / 1 Reprint Date / Reprint Date /
Jara: 07.02.2025 Hara: 07.02.2025 Hara: 07.02.2025




Dr.Reddy’s ‘:’

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIMU3A

[Product ; Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Npoaykr: Haii3® AkTuBresns (HUIMECYJINI) I'eflb Al HAPYXKHOTO npuMeHeHus, 1 %, 50 r

Market / PoiHok

: Russia / Poccust

Batch No. / . V250064 Batch Quantity / . 23530.000units /

Cepust No ) Pa3smep cepun " 23530.000 equHuL
Analytical Repovrt No./ . 040002804386 Date of Analysis / . 07.02.2025
AHa/nTHYecKuii oTueT Ne JaTta aHau3a

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026

JlaTa npou3BoacTBa I'opeH ao

Mfg. License No. /

Ilpou3BoacTBEHHASA : MNNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
Jauuensusi Ne

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

Page 6 of 6 / CTp. 6 u3 6

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».

3akaoueHne 0 cooTBeTcTBUH: «HacTosmmm s IIOATBEPIKAAK0, YTO IIPUBCACHHAS BBIIIC I/IH(I)OpMaI_[I/ISI ABJIACTCA

JIOCTOBEPHON M TOYHOM. DTa cepusl MPOAYKIUH MpOW3BefeHa (BKJIOYAs YyIAKOBKY (MapKHPOBKY) H KOHTPOJb

Ka'—IeCTBa) Ha BI)IIIIeyKa?)aHHOﬁ HpOI/I3BOZ[CTBCHHOﬁ IIJIOMAaAKe (rmomam(ax) B IIOJIHOM COOTBETCTBHU C

TpeboBannaMu [IpaBui HajIexalnel MpOU3BOICTBEHHOM MPaKTUKH EBpazuiicKoro 3KOHOMHYECKOTO coo3a (Ne

GMP/EAEU/RU/00554-2022 ot 02 centssOps 2022) u TpeOGoBaHUSIMH KOHTPOJII KauyeCTBa NEKapCTBEHHBIX
CpEJICTB, a TAKXKE B COOTBETCTBHUHU CO CHEIU(UKAIKUAMMU, COAEPIKAIMUMHUCI B PETUCTPALIHOHHOM I0CHE CTPaHbI-
UMIIOpTEepa. 3alKMCH MO IPOU3BOJCTBY, YIAKOBKE W aHaJM3y MPOBEPEHBI, H YCTAHOBJIEHO HX COOTBETCTBHE

TpeboBanuaM [IpaBui HauIexKaIneil NPON3BOICTBEHHON IPAaKTHKH EBpa3suiicKoro SKOHOMHYCCKOTO COFO3a».

Remarks : The Product conforms to ND/
Ipumestamic: [Tpoayxr coorperctnyet Tpebonaunsy HJL

Conclusion : APPROVED /
3axmonenne; OJJOBPEHO

Prepared by /
[Toarorosneno: Ramakant

N

Checked by /
IMpoeepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / nyﬂ?BDﬂHTEHb

Pavan Kumar Sharma =
/

4

Reprint Date /
Jlara: 07.02.2025

|

Reprint Date /
Jata: 07.02.2025

Reprint Date /
Hara: 07.02.2025




