Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
MpoaykT: Haiis® Axrusrens (HUMeCYIHA) redlb JJIS HApyAHOro npumeHenus, 1%, 20 r

Market / Poinok : Russia / Poccus

Batch No. / . V250067 Batch Quantity / . 58537.000units /

Cepus Ne ' Pasmep cepuu * 58537.000 equnun
Analytical Repovrt No./ . 040002804358 Date of Analysis / . 07.02.2025
AHAaJUTHYeCKHIi 0TUeT No HaTa aHajansa

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

Jara npou3sBoAcTBa TI'omen fo

Mfg. License No. /

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

Analysis performed according ND / Auaau3 npoBegen no HII: JIIT-Ne(001336)-(PI-RU)-251022
Pagel1 of 6/ Ctp. 1 13 6

i‘? 1 Test / IlokazaTenan Result / PesyabTart Specification / Hopma
1. Description / Onucanue Homogeneous, transparent, pale- Homogeneous, transparent, colorless to

yellow gel with characteristic odor
/ OnHOPOIHBIH NPO3payuHbIf renb

pale-yellow gel with characteristic odor /
OnHOpOJHBIA  MpPO3payHbIA  reib  OT

OeCUBETHOrO 0 DJIEeIHO-KENITOro LBETa
C XapaKTepHBIM 3aMaxoM

O/1€IHO-)KENITOrO LIBETa ¢
XapaKTEpHBIM 3anaxom

2t Identification / UnenTudpuxauns
a) HPLC / BOXX

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>kuBaHHA
OCHOBHOTO THKa Ha XpoMaTorpaMme

Complies as prescribed /
CootBeTcTBYET TPeOOBaHHUAM

UCIIBITYEMOIO pactBopa JIOJIZKHO
COOTBETCTBOBATh BpEeMeHU
YOSPIKIBAIII  OCIIOBIIONO  IHKR 14
XpOMaTOrpamMme pacirBopa
cTaHaapTHOro ofpasua HUMeECYJIHIA
(paznen «KonuuectBeHHOE
omnpeJieiieHHe»)

Conclusion: APPROVED /
3aknwuenne: OJOBPEHO
Approved by: Manager/Executive /
Onobpeno: Menemxep / Pyxosonurens
Pavan Kumar Sharma 4 —

,-/_l‘
|

Remarks : The Product conforms to ND/

Ipumeuanne: [poaykr coorsercrpyet Tpedopannam HJI
Prepared by / Checked by /
IToarororneno: Ramakant Ipoeepeno: Pardeep Kumar

" |

ﬂ..:"'-._r-""_

Reprint Date /
Jara: 07.02.2025

Reprint Date /
Hata: 07.02.2025

Reprint Date /
Hara: 07.02.2025




Dr.Reddy’s ',‘:‘

CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHAJIU3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %,20 g
Tpoayxr: Haiis® AKTHBrenb (HUMECYNIH/) T€Nb 1A HAPYKHOTO npuMeHerus, 1 %, 20 r

Market / PoiHok : Russia / Poccus

Batch No. / . V250067 Batch Quantity / . 58537.000units /

Cepus Ne ’ Paszmep cepuu * 58537.000 egunauig
Analytical Report No. / . 040002804358 Date of Analysis / . 07.02.2025
AHanuTHYecKkHii oTuer Ne JlaTa aHanu3a

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

Jarta npousBoacTBa T'onex 1o

Mifg. License No. /

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

Analysis performed according ND / Ananus nposened no HJ: JII-Ne(001336)-(PT"-RU)-251022

Page2of 6/ Ctp. 213 6

b) UV spectrophotometry / Y-
cniekTpodoTo MeTpHA

Complies as prescribed /
CooTeeTcTBYeT TpEOOBAHUAM

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / Y®-cnektp
TIOIJIONIEHHS HMCIIBITYEMOTO  pacTBopa
JIOJDKEH UMETh MaKCHMYM IOIJIOLICHUS
npu 397+5 HMm

3. | Weight of package contents / 20g/20r According to Rus. Ph. / B cooTBeTcTBHU
Macca coaep:KHMOr0 ¢ TpeboBanuamu ['® PO
YIAKOBKH
4. | pH 3.20 2.5t04.5/0125004,5

5. | Viscosity / Bazkoctb

973.2 centipoise /
973.2 cantumyas

400 to 1,200 centipoise /
Ot 400 go 1200 cantumyas

6. | Impurities / Ilpumecn

i. | Impurity C/
[Mpumecs C

Impurity D /

- ITpumecs D

Not detected / He oOHapyxeHa Not more than 0.50 % /
He 6omee 0,50 %
Not more than 0.50 % /
Not detected / He o6HapykeHa He Gonee 0,50 %

Remarks : The Product conforms to ND/
Ipnmeuanne: [Iponykr coorBeTcTBYeT TpeboBanusm HJI

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /

IMoarorosneno: Ramalant

\5

Checked by /
IIposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBoantes
Pavan Kumar Sharma

-

y

Reprint Date /
Harta: 07.02.2025

PN

C:,L/'
Reprint Date /

Jara: 07.02.2025

Reprint Date /
Jara: 07.02.2025




Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

CEPTHO®PUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Tpoayxr: Hait3® AKTHBremb (HUMECYHA) Telb IS HAPYKHOTO NpUMeHeHuUs, 1 %, 20T

Market / PoiHOK

: Russia / Poccus

Batch No./ . V250067 Batch Quantity / . 58537.000units /

Cepus Ne : Pa3zmep cepuu * 58537.000 equBuL
Analytical Repourt No./ . 040002804358 Date of Analysis / . 07.02.2025
A”anurnyeckuii oTder Ne JlaTa ananu3a

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

JaTa npou3BoACTBa I'open no

Mfg. License No. /

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

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

Page3 of 6/ CTp. 3 u3 6

1ii. | Any other impurity / 0.04% Not more than 0.50 % /
JIrob6as npyras NpUMech He 6onee 0,50 %
iv. | Total impurities / 0.1 % Not more than 1.50 % /
CymmMa npumeceit He 6onee 1,50 %
7. | Microbial purity® / Mukpo6nonoruueckast Yyncrora*™
i. | Total Aerobic Microbial Count / Less than 10 CFU/g / Not more than 100 CFU/g /
Ob1iee 41cno a3poOHBIX MUKPO- Menee 10 KOE/r He 6onee 100 KOE/r
OpraHHU3MOB
ii. | Total Combined Yeast and Less than 10 CFU/g / Not more  than 10 CFU/g
mould count / Ob1uee umcno Menee 10 KOE/r He 6onee 10 KOE/r
JPO}OKEBBIX H IUIECHEBBIX
rpu6oB
iii. | Pseudomonas aeruginosa Absentin1 g/ Should absentin 1 g/
OrcyrctByerB I T OtcyrctBue Bl 1
v | Staphylacaceus aureus Ahsentin 1 g/ Shomld ahsentin 1 g/
OtcyrcTBycTB 1 T OrcyrcTBuc B 1 1
8. | Assay/KoandyecTBeHHOe onpefejieHHe

Remarks : The Product conforms to ND/
IIpumeuanne: ITponykT cooTBeTCTBYET TpeboBanusam HJI

Conclusion: APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /
[ToaroToBneHo: Ram;ikant

Checked by /
IMporepeno: Pardeep Kumar

Approved by: Manager/Executive /

Ono6peno: Menemkep / PykoBoauTesb

Pavan Kumar Sharma T_,_—-——a

Reprint Date /
Hara: 07.02.2025

Wl
\

Reprint Date /
Hara: 07.02.2025

Reprint Date /
Hara: 07.02.2025




Dr.Reddy’s “:’.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories {td
Formulation Unit-6

Vill. ihot, Nalagarh Road, Baddi
Distt. Safen, WP, 173 205, INDA

Tt +21 93166 56001-02

CEPTUDPUKAT AHAJIU3A

oy

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
IIpoayxr: Haiis® AxTHBrenb (HUMeCyiI) reib MIs HAPYXKHOro npuMeHenns, 1 %, 20 r

Market / PoiHOK

: Russia / Poccus

Batch No. / . V250067 Batch Quantity / . 58537.000units /

Cepus Ne ) Pa3smep cepun © 58537.000 eguHuL
Analytical Repourt No./ . 040002804358 Date of Analysis / . 07.02.2025
AHannTuyeckuii oTueT Ne Jata anajinsa

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

JaTta npousBoacTBa I'onen no

Mfg. License No. /

Ilpom3BoacTBeHHas1 : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
anuensus Ne

Analysis performed according ND / Ananus npoeeaen no HJ: JIII-Ne(001336)-(PI'-RU)-251022

Paged of 6/ Crp. 413 6

Nimesulide / 9.98 mg/9.98 mr 9.0 mg to 11.0 mg of C13H12N>058
Humecynun (99.8 %) (nimesulide) (90.0% to 110.0% of label
claim)in 1 gofgel /
Ot 9,0 MrI 10 11,0 Mr C13H12N205$
(mmmecymun) (ot 90,0 % no 110,0 % ot
HOMMHAJILHOTO COZiep>kaHusA) B 1 1 rens
9. | Dimethyl sulfoxide / 100.5 % 90% to 110% of C,HsOS (dimethyl
JumeTHacyIbPOKCHT sulfoxide) of label claim /
Ot 90 % mo 110 % C;HeOS
(mumeTriICcysibhOKCHI) OT
HOMHHAJIEHOTO COAEPKaHHs
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. / ITo 20 r B TyOy u3
JIAMHHHPOBAHHOTO AMIOMHMHHMS, CHaO)keHHYI0O MeMOpaHOH M1 KOHTpOJs
nepBoro BCkpeiTHA. Kaxxayio TyOy BMecTe ¢ HHCTPYKLHEH MO0 MEAULIMHCKOMY
NPUMEHEHHIO MMOMEILAIOT B Ma4Ky KapTOHHYIO.

*The parameter may not be included in the manufacturer's Certificate of A_n;lysis._The

manufacturer guarantees the quality of the product for these parameters.
*IIokasaTesib MOKET OTCYTCTBOBATH B cepTHdHKaTe aHATH3A NpousBoauTes. IIponssoaurens
rapaHTHpyeT Ka4ecTBO Npenapara 1o 3THM HOKa3aTeIsiM.

Remarks : The Product conforms to ND/
IIpumeuanue: [Iponykr coorercTBYeT TpeboBanusam HJI

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Mara: 07.02.2025

Mara: 07.02.2025

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Ramakant i' [Mpoeepeno: Pardeep Kumar Onob6peno: Menemxep / Pykonz,imeﬂb

':.}'& % i f'____ = Pavan Kumar Sharma \ —
Reprint Date / \ Reprint Date / Reprint Date /

Jara: U'/.02.2025

Hiils, Hygera

- 500024, Telanzana, India
o
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Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-o

Vil Khot, Nalagarh Roaq, Baddi,

isth Soian, HP, 172205, IND1A
3166 55001L-02

Taf 91

CEPTU®UKAT AHAJIM3A

coiphed fva cor

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g

Ipoaykr: Haiis® AkTHBresns (HUMECYIH) TeNb s HAPYXKHOTO NpuMenenus, 1 %, 20 r -

Market / PoiHok : Russia / Poccus

Batch No. / . V250067 Batch Quantity / . 58537.000units /

Cepus Ne ’ Pa3mep cepun " 58537.000 enuHu1
Analytical Repo:‘t No. / . 040002804358 Date of Analysis / . 07.02.2025
AHasmuTu4ecKkuii oTyeT Ne JlaTa aHa/m3a

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

Jara npousBoacTsa T'ogen oo

Mfg. License No. /

IIpouseoacTBeHHAast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
auueH3ust Ne

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

Page5of 6/ Crp. Su3 6

" API name (INN) / HaumenoBanne A®C
(MHHD):

Nimesulide / Humecynup

' API manufacturer batch number /
Homep cepun nponzpoanteis APC:

NMS/14100709

FP Manufacturer API Batch number /
Homep cepuu cyOcTaHUHMH NPOH3BOAHTEISA
IJId:

FERA00670

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

Aarti Drugs Ltd., India /
Aaptu lparc JItn., Uanus

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

HaumeHoBaHMe, aApec H HOMEp JIHIEH3HH

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (License No MNB/05/263) /
II-p Pennn’c Jlaboparopuc JIta., Uuaus, IlponssoncTeenHoe
noapasaenenre-6, Bunnamk Kxons, Hanarapx Poyna, banam,

IIOIA/IKH, OCYIIEeCTBJIAIOLICH
IPOM3BOCTBO/KOHTPOIb KA4eCTBa/BhINYCK
TJ® /

Conan Quctpukr, X.I1. 173205, Uuaus (JIMuensusa Ne

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».

Remarks : The Product conforms to ND/
TIpumeuanne: Ipoaykr coorBeTcTBYeT TpeboBanusam HJT

Conclusion: APPROVED /
3axkiarouenne: OJJOBPEHO

Prepared by / Checked by /

TIporepeno: Pardeep Kumar

Approved by: Manager/Executive /
Opobpeno: Menemxkep / Pch]';qom-:Tenb
Pavan Kumar Sharma Y bﬂ

Ioarorosneno: Ramakant
. Uu\j/_
|

Reprint Date /
Hara: 07.02.2025

Reprint Date /
Hara: 07.02.2025

-

Reprint Date /
Hara: 07.02.2025

ToiiwGl 40 S9G0 2960, inx, 21 80

CIN LEETOS)

5-3-237, Raad Me 3, Bangara Hili

Hyuderaibad - 300024, Telangana, India
“mans immib@drreddys,com
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Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
IMpoaykr: Haii3® AKTUBreab (HUMECYNHA) Fellb A1 HAPYXKHOTO NPUMEHSHHS, 1%,20r

Market / PuiHok

: Russia / Poccus

58537.000units /

Batch No. / . Batch Quantity / .

Cepusi N P V250067 Pasmep cepuu * 58537.000 eaunun
Analytical Repovrt No./ . 040002804358 Date of Analysis / . 07.02.2025
AHajurnyeckuii oTyer Ne JlaTa ana/sau3a

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

JaTa npou3BoAcTBa Topen po

Mfg. License No. /

IIpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
JauueH3ust Ne

Analysis performed according ND / Auanu3s npoeeaen mo HJI: JII-Ne(001336)-(PI'-RU)-251022

Page 6 of 6 / Ctp. 6 u3 6

3akarodeHHe o cooTBercTBHM: «HacTosgmuM s MOATBEPXKAAr0, YTO MpPHBENEHHAsS BBIIE HHQOpMAIUs
SABIIAETCA JOCTOBEPHOM M TOYHOM. DTa cepHs MPOIYKLIMH NPOU3Be/IcHa (BKIIOYas yIaKoBKy (MApKHPOBKY) H
KOHTPOJIb KaUeCTBa) Ha BRILICYKa3aHHOH IPOU3BOACTBEHHOM IJI0IaAKe (II0MAAKaX ) B IIOJHOM COOTBETCTBHH
¢ TpeboBanuamu [IpaBui Haanexamel TPOU3BOJCTBEHHON NMPAKTHKH EBPasHHCKOro S5KOHOMHYECKOTO COI03a
(Ne GMP/EAEU/RU/00554-2022 ot 02 centsopst 2022) u TpeOOBaHUSMH KOHTPOJIS KAYECTBA JIEKApCTBEHHbBIX
CpEJICTB, @ TAKXKE B COOTBETCTBHHU CO CHENH(UKAIMIMHE, COACPKAIUMUCA B PECHCTPALHOHHOM JTIOCHE CTPaHbI-
UMIIOpTepa. 3allicH [0 NPOU3BOJCTBY, YIAKOBKE M aHAJIM3y IIPOBEPEHBI, U YCTAHOBJIIEHO MX COOTBETCTBHE
TpeGoBanuaM [1paBui HaIexalel IPOU3BOACTBEHHON IPaKTHKH EBpasuiicKOro S5KOHOMHYECKOTO COFO3a».

Remarks : The Product conforms to ND/
IIpumeuanne: [Ipogykr cootBeTcTBYET TpebOoBaHUsAM H/I

Conclusion: APPROVED /
3axkawyenue: OJJOBPEHO

Prepared by /

IToprorosneno: Ramalkant

Checked by /
IIposepeno: Pardeep Kumar

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

Pavan Kumar Sharma )

=t

Reprint Date /
Jara: U'/.02.2025

{

Reprint Date /
Jara: U/.U2.2U25

Reprint Date / T




