Dr.Reddy’s ‘%

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
IpoaykT: Haiis® AKrHBresb (HUMECYIU) reb A HAPYAKHOTO npHMeneHus, 1 %o, 20 r

Market / PoiHok

: Russia / Poccus

Batch No. / . V240760 Batch Quantity / . 58537.000units /

Cepus Ne ) Pasmep cepum * 58537.000 equHuUL
Analytical RepOj‘t No./ . 040002722828 Date of Analysis / . 14.11.2024
AHaauTHYECKHH oTUeT Ne JlaTa ananusza

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

JaTa npousBoAcTBa Togen no

Mfg. License No. /

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

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

Pagelof 6/ Crp. 1136

No /
Ne

Test / Ilokazarean

Result / PesyansTaTt

Specification / Hopma

1. Description / Onncanne

Homogeneous, transparent, pale-
yellow gel with characteristic odor
/ OAHOPOHBIN NPO3PAYHBIH reb
OJ1eIHO-KEITOrO [[BETA C
XapaKTePHBIM 3a1axoM

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor /
OnHOpoAHBIH MpO3pauHbli  reab  OT
OecliBeTHOro 10 GIeAHO-XKENTOTrO LBeTa
C XapaKTEPHBIM 3aI1axoMm

2. Identification / UnenTuduxanns

a) HPLC / BOXX

Complies as prescribed /
CootBeTrcTBYeT TpeOOBaHHAM

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>xuBaHus
OCHOBHOIO [MKa Ha XpoMaTrorpamme

HCTIBITYEMOTO pacTBopa JIOTDKHO
COOTBETCTBOBATD BpPEMCHH
YAEPXKHUBAHUSA OCHOBHOrO IIHKa Ha
XpoMaTtorpamme pactBopa
cTaHjgapTHoro obpasga HHUMECYJIHIA
(paznen «KonnyectreHHO®
onpeseneHue)

Remarks : The Product conforms to ND/
Ilpnmeuanne: [Ipoaykt coorBeTcTBYeET Tpebosanusam HJI

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

Prepared by /

IMoarorosneno: Ramaksa

kant
! @,

Checked by /
ITposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemkep// PykoroauTens
Abhishek Chauhan

/

Reprint Date /
Hata: 14.11.2024

Reprint Date /

Jara: 14.11.2024

Reprint Date /
Jara: 14.11.2024
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Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

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

Mpoaykr: Hai3® Axtnereab (HUMECYJIMA) Teflb JUIS HapyXHoro npuMeHenns, 1 %, 20 T

Market / PriHok

: Russia / Poccus

Batch No. / . V240760 Batch Quantity / . 58537.000units /

Cepusi Ne ) Pasmep cepuH * 58537.000 exunun
Analytical Repovrt No./ . 040002722828 Date of Analysis / . 14.11.2024
AHaJauTHYecKHii oT4eT Ne JaTta ananusa

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

Jlata npousBoicTBa Togen oo

Mfg. License No. /

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

Analysis performed according ND / Auanu3 nposeaed no HJ/I: JIII-Ne(001336)-(PI'-RU)-251022

Page2 of 6 / C1p. 2 3 6

CneKTpodoTo METpUA

b) UV spectrophotometry / Y®-

Complies as prescribed /
CooTBeTcTBYET TPEOOBAHUAM

solution should have

npu 397+5 HM

3. | Weight of package contents / 20g/20r According to Rus. Ph. / B cooTBercTBHU
Macca cogep:KkHMOro ¢ Tpeboaruamu ' © PO
YHAKOBKH

4. | pH 3.15 25t04.5/01r2,5004,5

5. | Viscosity / BazkocTs

932.8 centipoise /
932.8 caHtumyas

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

6. | Impurities / Ilpumecn

i. | Impurity C/
[Mpumecs C

Impurity D /

- Ilpumecs D

Not detected / He 0OHapy>xeHa

Below LOD (LOD = 0.02 %) /

Hwuxe npenena obHapysxenus (110

=0.02 %)

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

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

Remarks : The Product conforms to ND/
Ipumeuanne: [Iponykr coorsercTByeT Tpebosanuam HJI

Conclusion : APPROVED /
3axmouenune: OJJOBPE

Prepared by /
IloarorosneHo: Ramj@\jm

F

4 LLE‘_*L//

Checked by /
[Tposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaugens
Abhishek Chauhan /

Reprint Date /
Jlara: 14.11.2024

Reprint Date /
Jara: 14.11.2024

Reprint Date / !
Jara: 14.11.2024

UV absorption spectrum of the test
absorption
maximum at 397+5nm / Y®-cnektp
MOMJIOIIEHWS MCIBITYEMOrO  pacTBOpa
JOJDKEH MMETh MaKCHMYM TOYJIOLEHUS




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Product : Nis¢ Activgel (nimesulide) gel for external use, 1 %, 20 g
IMpoaykr: Haiis® Akrusrens (HitMecyiia) refib A HApY/KHOro npumeHeHus, 1 %. 20 r

Market / PoiHOK

: Russia / Poccus

Batch No. / . V240760 Batch Quantity / _ 58537.000units /

Cepus No i Pasmep cepuu " 58537.000 eguuny
Analytical Repovrt No./ . 040002722828 Date of Analysis / . 14.11.2024
AHanuTu4YecKHii oT4eT No JaTa anajansa

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

JaTta npousBoicTBa T'oaen g0

Mfg. License No. /

IIpoussoacTBeHHas : MNB/05/263 MA number: / Homep PY : JHI-Ne(001336)-(PI-RU)
JnueH3us Ne

Analysis performed according ND / Ananus nposeaed mo HJI: JITI-Ne(001336)-(PT-RU)-251022

Page30of 6/ Ctp. 313 6

iii. | Any other impurity / 0.03% Not more than 0.50 % /
Jlrobas npyras npumecs He 6onee 0,50 %

1v. | Total impurities / 0.0325% Not more than 1.50 % /
Cymma npumeceii He 6onee 1,50 %

7. | Microbial purity* / MukpoOHnoiornyeckast YHCTOTa*

i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
OO6uiee UMCI0 a3pOOHBIX MHKPO- He 6onee 100 KOE/r
OpraHH3MOB

ii. | Total Combined Yeast and NA Not more than 10 CFU/g
mould count / Ob1nee qucno He 6onee 10 KOE/r
JIPOAOKEBBIX U TIECHEBBIX
rpuboB

ili. | Pseudomonas aeruginosa NA Should absentin 1 g/
OtcyrcTBUe B 1 T

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

8. | Assay/ KoandecTBeHHOe onpe/e/enne

Remarks : The Product conforms to ND/
Ipameuanue: IIpoaykr coorseTcTBYET Tpebopanusm H/

Conclusion : APPROV
3axkmouenne: OJOBP

/
(8)

Prepared by /
IMogrorosiaeno: Ramakant .

Checked by /
IIposepeno: Pardeep Kumar

4

Abhishek Chauhan

Approved by: Manager/Executive /
Onobpeno: Menemxep Pyxoec7n—renb
/.

-~

Reprint Date /
Jara: 14.11.2024

Reprint Date /
Jara: 14.11.2024

Reprint Date /
Jlara: 14.11.2024

/.
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Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS

CEPTU®UNKAT AHAJIN3A

Product : Nis¢ Activgel (nimesulide) gel for external use, 1 %, 20 g
Mpoaykr: Haiiz® AkTuBrens (HUMeCYIHI) relb AN HAPYKHOro NpuMeHeHHs, 1 %, 20 ©

Market / PeiHok

: Russia / Poccust

Batch No. / . V240760 Batch Quantity / . 58537.000units /

Cepusi Ne ) Pazmep cepuu © 58537.000 enuuun
Analytical Repovrt No./ . 040002722828 Date of Analysis / . 14.11.2024
AHanuTHdecKuii oTyer Ne JlaTa anaan3za

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

Jarta npou3BoicrBa T'onen oo

Mfg. License No. /

ITpousBoacTBeHHast : MINB/05/263 MA number: / Homep PY : JI[I-Ne(001336)-(PI™-RU)
Juuen3nst Ne

Analysis performed according ND / Agaau3 npoBefeH no HJI: JITI-Ne(001336)-(PT-RU)-251022

Page 4 of 6/ CTp. 4 u3 6

Nimesulide /
Humecynun

9.94 mg/9.94 mr
(99.4 %)

9.0 mg to 11.0 mg of C;3H12N2058
(nimesulide) (90.0% to 110.0% of label
claim) in 1 gofgel /

Or 9,0 MI JO 11,0 mr Ci3HipN2OsS
(vumecynun) (ot 90,0 % no 110,0 % ot
HOMHHAJILHOTO coflepxanus) B 1 T rens

Dimethyl sulfoxide /
JumeTuwincyandoxcua

98.4 %

90% to 110% of C2HsOS (dimethyl
sulfoxide) of label claim /

Ot 90 % 1o 110 % C,HgOS
(numetuncynbdokcua) ot
HOMUHAIBHOIO COJIEPIKaHusl

10.

Package / YnaxoBka

20 g in a laminated aluminum tube equipped with tamper-evident membrane.
Each tube and a patient information leaflet in a carton. / Ilo 20 r B TyOy u3
JIAMWHUPOBAHHOrO ANIOMHHHS, CHaOXXeHHY0 MeMOpaHOH Juli KOHTpOId
nepporo BekpbITHs. Kakayio TyOy BMecTe ¢ MIICTpYKLHEH M0 MEAMLIMHCKOMY
NPUMEHCHHUIO MIOMEILAIOT B 1a4Ky 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.

*Tloka3zaTenb MOKET OTCYTCTBOBATH B cepTH(HUKATE aHAIH3A NPoH3BoAUTeas. IIponsBoanTe b
rapaHTHpPYeT KauyecTBO Mpenapara mo 3THM MoKAa3aTeJ M.

Remarks : The Product conforms to ND/
IIpumeuanne: IIponykT coorBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
Baxmouenue; ONNOBPEHO

Prepared by /
IToarorosneHo:; Ramfkant r

Checked by /
[Ipoeepeno: Pardeep Kumar

Opno6peno: MeHemxep /

Approved by: Manager/JExecutive /
' Pyxosofinreib

Clnl: SEARLYB

| Abhishek Chauhan
- o =
Reprint Date / Reprint Date / Reprint Date /
Hara: 14.11.2024 Hara: 14.11.2024 Hara: 14.11.2024
Registared Cifice: 8-2-337, Road e, 3, Banjara Hills, Hyederbnd - SG003 1 Teianeana, ndis
Tal: #8440 4900 2000, Fax: +91 40 2900 2999, Sl inail@d




Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

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

Mpoaykr: Haiizs® AKTHBrEnb (HUMECYIU/) TeNb JUIsl HAPYKHOIO MPUMEHEHHS, 1%,20r

Market / PoiHok : Russia / Poccus

JlaTa npou3sBoacTBa

Batch No. / . V240760 Batch Quantity / . 58537.000units /
Cepnsi Ne ) Pasmep cepuu * 58537.000 eaunun
Analytical Repovrt No./ . 040002722828 Date of Analysis / . 14.11.2024
AHAJUTHYECKHIT oTUeT Ne JlaTa anainza

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

T'onen no

Mfg. License No. /
IIpouszBoacTBeHHas
JuueHsus Ne

: MNB/05/263

MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)

Analysis performed according ND / Ananu3 nporenen no HJI: JITI-Ne(001336)-(PI"-RU)-251022

PageSof 6/Ctp. 5u3 6

API name (INN) / HaumenoBanne ADPC
(MHH):

Nimesulide / Hnmecymup

API manufacturer batch number /
Homep cepun npounssoaaress APC:

NMS/14090587

FP Manufacturer API Batch number /
Homep cepuu cydcTaHINHH NPOH3BOAHTEIS
I'J1d:

FERAQ0552

API Manufactured by & country /
Ipouseogurens ADC, cTpaHa:

Aarti Drugs Ltd., India /
Aaptu Hparc JItn., Uagus

Name, address, authorization No for FP

/

HamnmveHoBaHHe, aipec H HOMep JTHIEH3HH
IVIOLNAKH, OCYIIeCTBIAIOICH
MPOHU3BOACTBO/KOHTPOJIb KauecTBa/BbINYCK
Ii® /

manufacturing site / Control site / Release site

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (License No MNB/05/263) /
H-p Peamu’c Jlaboparopuc JIta., Unaus, Ilpoussoacreentoe
nofapasaenenue-6, Bunnamx Kxons, Hanarapx Poyn, bannw,
Conan quctpukr, X.I1. 173205, Uuaus (Jluuensus 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 establishedy.

Remarks : The Product conforms to ND/

Ilpumeuanwme: [Ipoaykr cooTBercTByeT TpeboBanusam HJI

Conclusion : APPROVED /
3akmwuenne: OJIOGPEHO

CHN:

Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroroeneno: Ramakant IlpoBepeHo: Pardeep Kumar OnobpeHno: Mer;e,rm\-ep( PykoBogfiTens
?ﬁ@b Abhishek Chauhan /[~
Reprint Date / ' Reprint Date / Reprint Date / !
Hara: 14.11.2024 Jara: 14.11.2024 Jara: 14.11.2024
Registarad Gffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel; ©02 40 4800 2900, Fax: 461 40 1¢00 298¢ Lmsil@dreeddys.cam




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUHO®UKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Npoaykr: Haii3® AxTysress (HUMECYJIN) rejts 1/ HAPYKHOTO MpUMeHeHHA, 1 %, 20 T

Market / Pbinok : Russia / Poccus

Batch No. / . V240760 Batch Quantity / . 58537.000units /

Cepus Ne d Pasmep cepuu " 58537.000 equnun
Analytical Repovrt No. / . 040002722828 Date of Analysis / . 14.11.2024
AHaJIUTHYECKHIT oTUeT Ne JaTa aHanusa

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

JaTta npouspoacTBa T'oaen po

Mfg. License No. /

IIpousBoacTBeHHas : MINB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PI'-RU)
JuueHsus Ne

Analysis performed according ND / Ananu3 npoeeaen no HJI: JIII-Ne(001336)-(PT-RU)-251022

Page 6 of 6 / CTp. 6 H3 6

3akmodeHHe 0 cooTBeTcTBMM: «HacToAIUM s MOATBEpPXKAAO, YTO IMPHBEACHHAS BBINE MHPOpMAlHS
ABJIAETCS JOCTOBEPHOM M TOUHOMN. DTa cepHs MPOMYKIMH MPOU3BEAcHa (BKII0OYas yIAaKOBKY (MApKUPOBKY) H
KOHTPOJIb KAYeCTBA) Ha BBIIIEYKa3aHHOH IPOU3BOACTBEHHOM NIOIMaAKe (MII0IIaAKax) B IOTHOM COOTBETCTBUH
¢ TpeboBanmsimu [IpaBuit HaTexamel Mpou3BOACTBEHHOU MPakTUKN EBpasuiCcKOro SKOHOMHYECKOTO CO03a
(Ne GMP/EAEU/RU/00554-2022 ot 02 centsi6ps 2022) u TpeOGoBaHUAMH KOHTPOJIS KAYECTBA JIEKAPCTBCHHBIX
CPENICTB, & TAKXe B COOTBETCTBHH CO CHENHUKAIUIMHE, COAEPKAIUMHUCS B PETHCTPAMOHHOM JI0ChE CTPaHbI-
UMITOpTepa. 3allMCu 0 MPOU3BOJCTBY, YIAKOBKE UM aHAJIU3y NPOBEPEHBI, U YCTAHOBJIEHO MX COOTBETCTBHE
TpeboBanmsMm I1paBun Haaexarei Npou3BOICTBEHHON IPAaKTUKH EBpa3sHiCKOro S5KOHOMUYECKOTO CORO3ay.

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

ITpumeuanue: [IpogyxTt cooTBeTcTBYET TpeboBanusim HJJ 3akmouenne: OJJOBPEHO

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

IToarororneno: Ramakant IIpoeepeHo: Pardeep Kumar Onobpeno: Menemxep //PykoBonyrenn
"ﬂ‘t\/ " =3 Abhishek Chauhan -

Reprint Date / Reprint Date / Reprint Date /

Jara: 14.11.2024 Hara: 14.11.2024 Hara: 14.11.2024
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