Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vil Khol, Nalagarh Road, Baddi,
Uistt. Solan, H.P., 173 205, iNDIA
Tol 0 +01 93156 56001-02

wdrredidys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IMpoaykr: Haiis® AktyBreas (HUMeCYNNA) Tellb [is HAPYKHOTO MPHMEHEHINA, 1 %,50r

Market / Purtok

: Russia / Poccus

Batch No. / . V240929 Batch Quantity / . 23530.000units /

Cepus Ne ) Pazmep cepun * 23530.000 exuHuL
Analytical RepOft No./ . 040002771871 Date of Analysis / . 29.12.2024
AHAJINTHYECKHi oTueT Ne Jata anannsa

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

JaTta npou3BOACTBA IogeH oo

Mfg. License No. /

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

Analysis performed according ND / Ananus nposenen no HJL: JITI-Na(001336)-(PI'-RU)-251022

Page1 of 6/ Crp. 1 u3 6

yellow gel with characteristic odor /
OnOHOPOAHBIM TpOo3pauHblil  refb
OGneHO-KENTOro L[BETA c
XapaKTepHbIM 3aI1axoM

JI;I.(? / Test / IlokasaTrenn Result / PesyabTar Specification / Hopma
1. Description / Onucanmne Homogeneous, transparent, pale- | Homogeneous, transparent, colorless to

pale-yellow gel with characteristic odor /
OpHOpOOHBIH [pO3payHBIA  renb  OT
fecLBETHOro A0 OGNEAHO-KEATOro LBeTa
C XapaKTepHBIM 3aI1aX0M

2. Identification / UnenTndukannsa

a) HPLC / BOXKX

Complies as prescribed i
CooTBeTCTBYET 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 ynepxuaHHs
OCHOBHOIO TNHKa HA XpOMAaTorpamme

HCILITYEMOT0 pacTBopa JIOJKHO
COOTBETCTBOBATH BpEeMEHH
yaep)KUBaHUS OCHOBHOTO IIMKA Ha
XpoMarorpaMmme pacTBopa
cTaHjapTHoro ofopasua HMMeECYIMaa
(pazzen «KonuuecTBeHHOE
onpeeneHHe»)

Remarks : The Product conforms to ND/

Ipumeuanue: [ponykr cooTsercTByeT TpeboBanusam HJI

Conclusion : APPROVED /
3akarouenne: OJOBPEHO

Prepared by /
IoarorosneHo: Santosh Kumar
Maurya @

Checked by /
TIporepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykosoaurens
Amit Kumar

/\( RV
Jf -

Reprint Date /
Hara: 29.12.2024

Reprint Date /
Jara: 29.12.2024

Reprint Date /
Jara: 29.12.2024

o 2, Banjara Hills,

APLEROAE0T

Wi drreddys.com

rabad - 500034, Teiangana, Indic
, Email:mair@drreddys,com




Dr.Reddy’s Q;.‘

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJTM3A

Cr. Reddy's Laboratories Ltd.
~ormulation Unit-6

Vill. Kihol, Nalagarh Road, Baddi,
Diatt. Solan, H.P, 1732 205, IND|A
Toi: +91 93166 56001-02
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Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
TMpoaykr: Hali3® Akrusreas (HAMecynua) renb Uls HapyHOro npumeresns, 1 %, 50 r

Market / PorHok

: Russia / Poccus

Batch No. / . V240929 Batch Quantity / . 23530.000units /

Cepus No ) Pasmep cepun * 23530.000 eauBML
Analytical Repovrt No. / . 040002771871 Date of Analysis / . 29122024
AHanauTHyeckuii oTuet Ne Hata ananusa

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

JlaTa npou3BoacTBa I'ogen po

Mfg. License No. /

IIpouspoacTBeHHas : MNB/ 05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
nuueH3us Ne

Analysis performed according ND / Ananu3 nposesen no HJ: JIII-Ne(001336)-(PT'-RU)-251022

Page2of 6/ CTp. 213 6

No /

Test / [loxazarean
Ne

Result / PesyabTaTt

Specification / Hopma

b) UV spectrophotometry / Y-
cnekTpodhoTo METpHUA

Complies as prescribed /
CooTtBeTcTBYET TpeHOBaAaHUAM

UV absorption spectrum of the test
solution should have absorption
maximum at 39745 nm / Y®-cnektp
[OIJIOIIEHH. MCTIBITYEMOrO  pacTBopa
JIOJDKEH UMETh MaKCHMYM TOTJIOLIECHHUS
rpu 397+5 HM

3. | Weight of package contents / 50g/50r According to Rus. Ph. / B cooTBeTcTBUH
Macca coaep:kHMOro ¢ Tpeboanuamu ['® PO
YHNAaKOBKH

4. | pH 3.27 2.5t04.5/0t12,5 no4,5

5. | Viscosity / Bazkoers

952.9 centipoise /
952.9 caHTumnyas

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

6. | Impurities / Ilpumecn

i. | Impurity C/
Ipumecs C

Not detected / He oOHapy»eHa

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

ii. | Impurity D/
Ilpumecs D

Not detected / ne obHapyxeHa

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

Remarks : The Product conforms to ND/
Ipumeuanne: [IpoayKT coorseTcTBYET Tpebopanuam HJI

Conclusion : APPROVED /
3axmouyenune: OJJOBPEHO

Prepared by /
IoaroroeneHo: Santosh Kumar

Maurya ( @L

Checked by /
ITposepeHo: Pardeep Kumar

Approved by: Manager/Executive /

Ono6peno: Menemxkep / PykoBoautess

Amit Kumar ) =
A

Reprint Date /
Jara: 29.12.2024

Reprint Date /
Hara: 29.12.2024

Reprint Date / :

Jara: 29.12.2024

Registered Oifice: 8-2-327, Poad Ne, 2, Banja

va Hills, Hyderabad - 500034, Tefansang, India
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Or Reddy's Laborateries Lid
Formulation Unit-6

Vill. Khot, Nalagarh Road, Baddi,
5olan, H.B, 173 205, INDIA
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CERTIFICATE OF ANALYSIS el +91 981566 56001-02
CEPTUDOUKAT AHAJIU3A b=t S

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Hpoaykt: Haiiz® Axrtusrens (HUMECYNHI) Fellb AUTst HAPYXKHOTO npumenenus, 1 %, 50 r
Market / PurHok : Russia / Poccus
Batch No./ . V240929 Batch Quantity / _23530.000units /
Cepus Ne i Pa3mep cepuu * 23530.000 eqnHun
Analytical RepOft No. / . 040002771871 Date of Analysis / . 29.12.2024
AH"annrnyecknii oryer Ne JlaTa ananmnsa
Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026
JlaTa npou3BoACTBA TogeH po
Mfg. License No. /
ITpouspoacTBeHHAR : MNB/ 05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT'-RU)
aunueHsus Ne

Analysis performed according ND / Ananu3 nposeaes no H: JII-Ne(001336)-(PT'-RU)-251022

Page30of 6/ Ctp. 3136

i.‘? / Test / Ilokazarenan Result / PesynabTaTt Specification / Hopma
ili. | Any other impurity / 0.04% Not more than 0.50 % /

JIro6as papyras npuMecs He 6onee 0,50 %
iv. | Total impurities / 0.1% Not more than 1.50 % /

Cymma npumeceii He 6onee 1,50 %

7. | Microbial purity* / Mnlcpoﬁuon'ornqecxaﬂ uncToTa*

i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
Ob1uee yucno aspoOHBIX MUKPO- He 6onee 100 KOE/r
OpraHHU3MOB

ii. | Total Combined Yeast and NA Not more  than 10 CFU/g
mould count / O61wee yncno He 6onee 10 KOE/r
JIPOMCKEBBIX U TIIECHEBBIX
rpHOOB

iii. | Pseudomonas aeruginosa NA Should absentin 1 g/
OtcyrcTBUE Bl T

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

8. | Assay/KoanuecTBeHHoOe onpegesieHUue

Remarks : The Product conforms to ND/
IIpumeuanne: [IpogykT cooTrseTcTBYeT TpeboanusM HJJ

Conclusion : APPROVED /
3akawuenne: O{OBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toaroroeneno: Santosh Kumar IIpoBepeno: Pardeep Kumar Onobpeno: Menemxkep / PykoBoguresnb
Maurya (7 Amit Kumar L

baj 4//// i/'.\
Reprint Date / Reprint Date / Reprint Date /
Hara: 29.12.2024 Hara: 29.12.2024 Hara: 29.12.2024

Registerad Offi

Tel; 46

ce: 3-2-357, Read No. 3, Banjara Hills, Hyderabad - 500034, Telancana, India

1402900

A3

CmailiEdrreddys.com




Dr.Reddy’s ‘,‘:‘.

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A

D Reddy's Laboratories Ltd.
Eorrulation Unit-5

Viil. Khol, Nalagarh Road, Baddi,
Solan, H.R, 173 205, INDIA
Tei 491 98156 56001-02
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Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IMpoaykr: Haiiz® Axrusrens (HUMecysna) reib 1 Hapy»KHOTo puMeHenus, 1 %, 50 r

Market / PoiHok

: Russia / Poccus

Batch No. / . V240929 Batch Quantity / . 23530.000units /

Cepnus Ne i Pa3mep cepun " 23530.000 equnKL
Analytical. Renoxt No./ : 040002771871 Duaterotpinalysis : 29.12.2024
AHanuTHyeckuii otyer Ne Jlara aHanusa

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

Jata npousBoacTBa T'ogen po

Mfg. License No. /

IIpouspoacTBeHHas : MNB/ 05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JIMIEeH3Hs Ne

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

Page4 of 6/ Ctp. 413 6

No /

Test / IlokazaTrean
Ne

Result / PesyabTar

Specification / Hopma

Nimesulide /
Humecynun

9.90 mg/ 9.90 mr
(99.0 %)

9.0 mg to 11.0 mg of C13H 12N> Os5S
(nimesulide) (90.0% to 110.0% of label
claim) in 1 g of gel /

Ot 9,0 mr o 11,0 mr Ci3H12N2OsS
(uumecynun) (ot 90,0 % 10 110,0 % ot
HOMHUHAJILHOI'O cofiepskanus) B 1 r rens

9. | Dimethyl sulfoxide /
JduveTniicyabQoKcH

100.1 %

90% to 110% of C:HsOS (dimethyl
sulfoxide) of label claim /

Ot 90 % no 110 % C,HesOS
(mumeTtuncynbhoxcun) oT
HOMMWHAJIBHOTO COAEeP>KaHUA

10. | Package/ YnakoBka

JIAMUHHPOBAHHOI'O allOMHHHSL,

50 g in a laminated aluminum tube equipped with tamper-evident membrane.
Each tube and a patient information leaflet in a carton. / Ilo 50 r B TyOy u3

cHabXeHHYI0O MeMOpaHOH [Uis KOHTpOJIS

MepBoOro BCKphbiTha. Kaxkmyto Tyby BMecTe ¢ HHCTPYKLMEHR 110 MEIUIUMHCKOMY
MPUMEHEHHIO [TOMEIAlOT B MaYKy KapTOHHY1O.

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

*TlokasaTe/ib MOKET OTCYTCTBOBATH B cepTHOHKATe aHAIN3a Npou3BoauTens. [Ipoussoguren
rapaHTHPYeT Ka4ecTBO Npenaparta no 3THM NOKa3aTelsM.

Remarks : The Product conforms to ND/
Hpumcaanne. Hpogynt cootpetcisyet Tpebopanmam 11T

Conclusion : APPROVED /
Jaxmoenne:; OJJOGIEIIO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarororneno: Santosh Kumar [Tporepeno: Pardeep Kumar Ono6peno: Menemkep / Pykopoautens
Maurya @ Amit Kumar : -

Reprint Date / Reprint Date / Reprint Date / |

Hara: 29.12.2024 Hara: 29.12.2024 Hara: 29.12.2024

Registered Office: 8-
Tol: #2040 40

Road Mo, 3, Banjarn Hills, Hyderabad - 500034, Telaneana, India




Dr.Reddy’s Q':‘

CERTIFI

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

Vill. Khol, Nalagarh Road, Baddj,

Distt. Solan, H.P,, 172 205, INDIA

CATE OF ANALYSIS Tei:+91 98166 56001-02

CEPTH

ww.drreddys.com

OPUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mponywr: Haiis® Axktusress (HIMECVIINL) rep Ul HApYKkHOTO npuMenenns, 1 %, 50 T

JuneH3ns Ne

Market / PrrHok : Russia / Poccus

Batch No. / - V3A0DES Batch Quantity / _ 23530.000units /

Cepusn Ne ) Pasmep cepun * 23530.000 exuHuI
Analytical REpovrt No. / . 040002771871 Date of Analysis / . 20.12.2024
AHajiuTHYecKuit oTyet Ne JlaTa aHannza

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

JaTa npoussoacTea Toaen g0

Mfg. License No. /

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

Analysis performed according ND / Ananiu3 npoBeaex no

HA: JIII-Ne(001336)-(PI'-RU)-251022

Page50f6/Ctp. Su3 6

API name (INN) / Haumenosaune ADC
(MHH):

Nimesulide / Humecynun

API manufacturer batch number /

npoussoauTess IJID:

Homep cepuu npousBoaureas APC: NMS/A100658
FP Manufacturer API Batch number /
Homep cepuu cyGcTaHIHH FERAQ00618

API Manufactured by & country /
IIponzsoaurenn APC, crpana:

Aarti Drugs Ltd., India /
Aaptu Jparc JIta., Uanus

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

HanmenoBanmne, axpec M HoMep
JIHIEH3HH IJIOIAAKH,
ocylecTBJIA IO el
IPOU3BOACTBO/KOHTPONb
kavectBa/Boinyck I'JI® /

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan (HP) 173205, India (License No MNB/05/263) /
H-p Pennu’c Jlaboparopuc JIta., Unaus,
IIpousBoacTBeHHoe noApaznenenue-6, Bunnamk Kxons,
Hanarapx Poyn, bagnu, Conan ducrpuxr, X.I1. 173205,
Wunusa (JIunensus 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

Remarks : The Product conforms to ND/

IIpumeuanne: [Ipogykr cooTBeTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3akawuenune: OJJOEPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IoaroroeneHo: Santosh Kumar IIposepeno: Pardeep Kumar Onobpeno: Meunemxep / PykoBogutens
Maurya @ Amit Kumar L

Reprint Date / Reprint Date / Reprint Date / g

Jara: 29.12.2024 Jara: 29.12.2024 JlaTa: 29.12.2024

Registered Office: 8-7-337, Rond N

Tel: +€1 40 4960 2200, Fax

CIN:

© 2, Banjara Hills, Hyaerabad - 500034, Telangana, India
$51.40 4900 2995, il mrii@drreddys.cem

LS5195AP1QSAPLCNNAS0T

wynidrredadyvs.com




® Or Reddy's Laboratories Ltd.
® Forraulation Unit-6

’ ® Sorfmnutavon i

Dr. Reddy S ‘ .. Vill. ihol, iNalagarh Road, Baddi,

. Distt. Solan, H.R, 173 205, INDIA
=91 88156 56001-02

CERTIFICATE OF ANALYSIS el o

CEPTUO®PUKAT AHAJIU3A ARSI
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IMpoaykr: Haiia® Axrueresnb (HUMECYJIHA) Telib A5 HApYKHOTo npuMenenus, 1 %, 50 r |
Market / PoiHox : Russia / Poccus
Batch No. / . V240929 Batch Quantity / . 23530.000units /
Cepusi Ne ) Pasmep cepun * 23530.000 enuHUL
Analytical Repovrt No./ . 040002771871 Date of Analysis / . 20.12.2024
AHaauTHYeCKUit oTUeT Ne JaTa ananusa
Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026
JlaTa npousBoACTBa T'ogen go
Mfg. License No. /
IIpouzBoACTBeHHAs : MINNB/ 05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
Juuensusg Ne o
Analysis performed according ND / Anasius nposeaex 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».

3aKJ/09eHHe 0 COOTBETCTBHM: «HacTOAIMM g MOATBEPK/IAa0, UYTO IPUBEACHHAS BbILIE HHPOPMALUS ABIISIETCSA
JIOCTOBEPHON M TOYHOW. DTa cepHs MPOLYKUHH [IPOH3BEACHa (BKIIOYAs YIAKOBKY (MapKHPOBKY) M KOHTPOJb
KadyecTBa) HA BBIIIEYKA3aHHOMW IIPOM3BOJCTBEHHOH IDIOMmMagKe (ILUIOMAAKax) B IIOJHOM COOTBETCTBHU C
TpeGoBanusamu [IpaBui Hajexale Ipou3BOJCTBEHHON ITPAKTUKA EBpasHiiCKOro 5KOHOMHYECKOTo COr03a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsops 2022) u TpeOOBaHUAMH KOHTPOJSA KadecTBa JICKAPCTBEHHBIX
CPEJICTB, a TAKXKE B COOTBETCTBUHU CO CHELU(QUKANUAMH, COACPKALIUMHUCS B PETHCTPAIIMOHHOM J0CHE CTPAHbI-
UMITOpTEpa. 3alHCH 10 IPOU3BOACTBY, YIAKOBKE M aHAJIM3y IPOBEPCHBI, M YCTAHOBICHO HX COOTBETCTBHE
TpeboBanusaM [TpaBui Hammexame Mpou3BOACTBEHHOM IPAKTHKH EBPasHicKOro S5KOHOMHYIECKOTO COI03a).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Tponykt cooTBeTcTBYET Tpebosanuam HJI 3akmouenune: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMonroroeneHo: Santosh Kumar [Mporepeno: Pardeep Kumar Ono6peHo: Menemxep / PykoBoaurtenb
Maurya 5’1 ‘ B Amit Kumar N ol

S / ~—f”‘/’
Reprint Date / Reprint Date / Reprint Date / !
Jara: 29.12.2024 Jara: 29.12.2024 Jara: 29.12.2024

Registered Oifice: 8-7-337, Road No. 2, Baniars §

Tell +GL 40 4280 2904,




