Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel

for external use, 1 %, 20 g

Ipoaykr: Haii3® AxTusrens (HUMECYJIUA) TeNlb 1) HapY)KHOro npumenenust, 1 %, 20 r

Market / PoiHok : Russia / Poccus

Batch No. / . V240121 Batch Quantity / . 57707.00 units /

Cepnst Ne ) Pasmep cepuu  57707.00 exunu
Analytical Repovrt No./ . 040002457971 Date of Analysis / . 27.03.2024
AHanuTHYecKMii 0TyeT No Jarta ananu3a

Date of Manufacture / . 03/2024 Date of Expiry/ . 02/2026

JaTa npoun3BoacTBa TI'onen po

Mfg. License No. /

IIpou3BoacTBeHHAst : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JHUEeH3nsi No

Analysis performed according ND / Anaau3 nposeaen nmo HJ: JITI-Ne(001336)-(PI'-RU) dt. 25.10.2022 /

JII-Ne(001336)-(PT-RU) ot 25.10.2022

Page1of6/Crp. 1 u3 6

i‘? / Test / ITokazaTenn Result / Pe3yabrar Specification / Hopma
1. Description / Onucanue Homogeneous, transparent, pale- Homogeneous, transparent, colorless to

/ OIHOPOIHBIM MPO3PaYHBIH TeNb
6J1eTHO-KENTOro LBETA C
XapaKTepHBIM 3aaxoM

yellow gel with characteristic odor

pale-yellow gel with characteristic odor /
OpHOpOAHBIH MpO3payHbId  refib  OT
OeCLBETHOTO 0 OJIEMHO-XKENTOro LBeTa
C XapaKTEpHBIM 3a[1axoM

Identification / UnenTudnxa

147¢°1

a) HPLC / BOXX

Complies as prescribed
CooteTcTBYET 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 yneprxuBaHus

OCHOBHOI'O IIMKa Ha XpoMaTorpamme

HCIIBITYEMOrO pactBopa JIOJKHO
COOTBETCTBOBATH BpPEMEHH
YAEP)KUBaHHA OCHOBHOTO TMHKa Ha
XpoMaTorpamme pacTBOpa
cTaHzapTHoro obpasua HUMecynuaa
(pasnen «KonnuecTBeHHOE
onpe/ieNieHHe)

IIpumeuanne: [Ipogykt cooTBercT!

Remarks : The Product conforms to NIV

ByeT Tpebosanusam HJ

Conclusion : APPROVED /
3akmoyenne: OJIOBPEHO

Prepared by / 3 Checked by / Approved by: Manager/Executive /
[loaroroeneno: Ankit / A - ITporepeno: Santogh Kumar Onobpeno: Menemxep / PykosoauTeis
L7 Maurya gﬁ Pavan Kumar Sharma 4&,7/«
Reprint Date / Reprint Date / Reprint Date / -
Jara: 27.03.2024 Jata: 27.03.2024 Hara: 27.03.2024
| Tzh 91 .1_51‘?.: fs"fi()',l.slizlz;:, :91_I~‘..Io Llﬂof)lzs‘vfl‘ﬂl Frmail imzii{fvr!m ey cs‘l
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Ilpoaykr: Haiis® AxTHBrens (HUMeCyiua) rejb s HapyKHOTO nmpuMeHeHus, 1 %, 20 r

Market / PuiHok : Russia / Poccus

Batch No. / . V240121 Batch Quantity / . 57707.00 units /

Cepust Ne ) Paszmep cepuu © 57707.00 equnui
Analytical Repo“rt No./ . 040002457971 Date of Analysis / . 27.03.2024
AHanuTHueckui oTyer Ne JlaTa aHa/M3a

Date of Manufacture / . 03/2024 Date of Expiry / . 02/2026

JlaTa npou3BoacTBa I'open g0

Mifg. License No. /

IIpounsgoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
nuneH3us Ne

Analysis performed according ND / Ananns nposeaen no HJ: JII-Ne(001336)-(PI'-RU) dt. 25.10.2022 /
JIXI-Ne(001336)-(PI'-RU) ot 25.10.2022
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b) UV spectrophotometry / Y®-
cnekTpodhoTo MeTpHs

Complies as prescribed
CooTtBeTcTBYET TpeOOBAHUAM

/| UV absorption spectrum of the test
solution should have absorption
maximum at 39745 nm / Y®-cnekrp
NOIJIOIEHHS MCTIBITYEMOrO  pacTBOpa
JIOJDKEH HMETh MaKCUMYM MOTJIOLICHHsI
ripu 39745 HMm

3. | Weight of package contents / 20g/20r According to Rus. Ph. / B cooTBeTcTBHY
Macca coaepKHMOTo ¢ TpeboBanusmu [@ PO
YHAKOBKH
4. | pH 3.37 25t04.5/0t12,5104,5
5. | Viscosity / Bsazkocts 950 centipoise / 400 to 1,200 centipoise /
950 cantunyas Ot 400 o 1200 canTumyas
6. | Impurities / [Ipavmecu

il.

1.

Impurity C/
ITpumecs C
Impurity D /
IIpumecs D

Any other impurity /
Jiobast npyras npuMech

Not detected / He o6Hapy»xeHa

Not detected / He 0OHapy»xeHa

Below LOQ (LOQ = 0.03 %) /

onpenenenus (ITKO = 0.03%)

Hike npeaeia KOJIMYECTBEHHOI'O

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

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

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

Romurks : The Producl conformes to MDY
IIpumeuanue: [Ipoaykr coorBeTcTBYET TpeboBanusm HJI

Conclusion ; APPROVED /
3akawuenne: OIOBPEHO

Prepared by /
IMoarorosneno: Ankit

Checked by /
IIpoBepeno: Santosh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoauTens
Pavan Kumar Sharma ﬁ»ﬂ

Reprint Date /
Hara: 27.03.2024

Maurya Q’
Reprint Date /

Reprint Date /
Hara: 27.03.2024

Jlata: 27.03.2024

140 A500.2500
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CERTIFICATE OF ANALYSIS

CEPTHPUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Ipoaykr: Haiiz® Akruprens (HUMeCYJU) refb Ul HAPYXKHOro mpuMeHenns, 1 %, 20 r

Market / Poinok

: Russia / Poccus

Batch No. / . V240121 Batch Quantity / . 57707.00 units /

Cepnsi Ne ) Pasmep cepuu * 57707.00 enunuLL
Analytical Repo:‘t No. / . 040002457971 Date of Analysis / . 27.03.2024
AHaJTUTHYECKHIT oTyeT Ne JaTa ananusza

Date of Manufacture / . 03/2024 Date of Expiry / . 02/2026

JdaTa npousBoacrsa I'ogen ao

Mifg. License No. /

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

Analysis performed according ND / Ananu3s nposenes no HJI: JITI-Ne(001336)-(PI'-RU) dt. 25.10.2022 /

JITI-Ne(001336)-(PT-RU) ot 25.10.2022
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iv. | Total impurities / Below LOQ / Huxe npenena Not more than 1.50 % /
CymMa npumece KOJIMYECTBEHHOTO OIpeeIeHHs He 6onee 1,50 %
7. | Microbial purity* / MukpooHosoruyeckast Yucrora*
i. |Total Aerobic Microbial Count / Less than 10 CFU/g/ Not more than 100 CFU/g /
OO1Liee YnCiio a3pOOHBIX MUKPO- Menee 10 KOE/r He 6onee 100 KOE/r
OpraHu3MOB
ii. |Total Combined Yeast and Less than 10 CFU/g/ Not  more  than 10 CFU/g
mould count / Obwiee yncno Menee 10 KOE/r He 6onee 10 KOE/r
JPOOKEBBIX M IIECHEBBIX
rpubos
iii. | Pseudomonas aeruginosa Absentinl g/ Should absentin 1 g/
OrcyrerByeTB 1 T OtcyrcTBUe B 1 T
iv. | Staphylococcus aureus Absentin 1 g/ Should absentin 1 g/
OrcyrctByeTB 1 1 OrcytcTBUe B 1 1
8. | Assay/ KoauyecTrBeHHOe onpefiesieHHe
Nimesulide / 9.97 mg /9.97 mr 9.0 mg to 11.0 mg of Ci3sH;2N205S
Humecynun (99.7 %) (nimesulide) (90.0% to 110.0% of label
claim)in 1 gof gel /
Ot 9,0 MI 10 11,0 MI C13H12N205S
(aumecymun) (ot 90,0 % no 110,0 % ot
HOMMHATBHOTO cofiepkaHus) B 1 r rens

Remarlks : The Product conforms to MD/
IIpumeuanue: [Iponykr cootseTcTBYET TpeboBanuaM HJI

Conclusion : APPROVED /
3akarouenne: OJIOBPEHO

Prepared by /
IToarorosneHo: Ankit

Checked by /
[Mpoerepeno: Santosh-Kumar

Maurya Q=

e

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBoaHTelb
Pavan Kumar Sharma _{jpnor -~
=

/

Reprint Date /
Hara: 27.03.2024

Reprint Date /

| Jlata: 27.03.2024

-

Reprint Date /
Hara: 27.03.2024

Tal, +81 40 42060 2800, Fax: +81 40 4900
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
IIpoaykr: Haiis® AKTuBresnb (HUIMECYIMA) Tefib Ul Hapy>KHoro npumenenus, 1 %, 20 r

Market / Poinok : Russia / Poccus

Batch No. / . V240121 Batch Quantity / . 57707.00 units /

Cepust Ne ) Paszmep cepun * 57707.00 equnuy
Analytical Repovrt No./ . 040002457971 Date of Analysis / . 27.03.2024
AHanuTHYeCKHit oTdeT No JlaTa aHanu3a

Date of Manufacture / . 03/2024 Date of Expiry / . 02/2026

JarTa npou3BOACTBA TI'oaen no

Mfg. License No. /

IIpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JIHUEeH3us Ne

Analysis performed according ND / Anajiu3s nposenen no H/I: JIIT-Ne(001336)-(PI'-RU) dt. 25.10.2022 /
JITI-Ne(001336)-(PI'-RU) ot 25.10.2022
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9. | Dimethyl sulfoxide / 100.4 % 90% to 110% of C;HsOS (dimethyl
Humetniacynbporen sulfoxide) of label claim /
Ot 90 % no 110 % C;HeOS

(mumeTuncynbHokcua) ot
HOMMHAJIEHOT'O COJIep)KaHuUs

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
NaMUHHPOBAHHOTO AIIOMHHHSA, CHaO)KeHHYHO MeMOpaHOH Mii KOHTpons
nepsoro BekpbiThs. Kaxayto TyOy BMecTe ¢ MHCTPYKLUMEH 0 MEAHLIHHCKOMY
MPHMEHEHHIO NMOMEIIAIOT B NAYKy 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.

*TIokaszaTe/ib MOXKET OTCYTCTBOBATH B cepTHHKATe aHaIUM3a Npon3BoauTes. Ilpou3BoauTenn
rapaHTApyeT Ka4ecTBO Npenapara no 3 THM NoKa3aTe M.

API name (INN) / Hanmenoanue AD®C
(MHH):

API manufacturer batch number / NMS/13080776
Homep cepun npoussoauTeasas AD®C:
FP Manufacturer API Batch number /
Homep cepun cyocTanIHH FERAO00080
nponspoanTes I'JID:

Nimesulide / Humecynun

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

IIpumeuanue: IIpoaykT cooTBeTCTBYET TpeboraHusaM HJJ 3axmouenne: OJIOBPEHO

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

IMoaroroeneno: Ankit /’\ ) [Tpoeepeno: Santosh Kumar Onobpeno: Menemxep / PykoBoauTesns
i P Maurya @_ Pavan Kumar Sharma %

Reprint Date / Reprint Date / Reprint Date / i

Hata: 27.03.2024 Hara: 27.03.2024 Hara: 27.03.2024
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CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Ipoaykr: Haiiz® AxTupresnb (HuMecynua) refib 1Jis1 HApYXKHOro npuMeHenus, 1 %, 20 r
Market / Poinok : Russia / Poccus
Batch No. / . V240121 Batch Quantity / . 57707.00 units /
Cepus Ne ) Pa3mep cepuu * 57707.00 eguHMAL
Analytical RepO}‘t No./ . 040002457971 Date of Analysis / . 27.03.2024
AHANUTHYECKHIT OTHeT Ne JarTa aHaiaun3a
Date of Manufacture / . 03/2024 Date of Expiry / . 02/2026
JlaTa npousBoacTBa I'onen no
Mfg. License No. /
IIpouseoacTBeHHast : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT'-RU)
JHIeH3us No
Analysis performed according ND / Ananu3 npoeeaed mo H/I: JIIT-Ne(001336)-(PI'-RU) dt. 25.10.2022 /
JII-Ne(001336)-(PI'-RU) ot 25.10.2022
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API Manufactured by & country / Aarti Drugs Ltd., India /

Ipouszsoantens A®C, crpaHa: Aaptu Hparc JIta., Unnus

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) /
HaunmenoBaHue, agpec H HOMep H-p Pennu’c Jlaboparopuc JIta., Uuaus,
JIHLEeH3HH II0MATKH, [IpousBoacTBeHHOE NoApazaencHue-6, Bunnamwk Kxons,
OCylIeCcTBIs IO e Hanarapx Poyn, banau, Conan quctpukr, X.I1. 173205,
HPOH3BOACTBO/KOHTPOJIB Wuous (JTuuensus Ne MNB/05/263)
kavecTBa/Bemyck I'JI® /

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».

3akoueHne 0 c00TBeTcTBHHU: «HacTosmmM s MOATBEPXXAAl0, YTO IPUBEICHHAS BhIllle HHQOpMaNUs SBIIAETCS
JIOCTOBEPHOM M TOUHOM. DTa cephs NMPOAYKIHMH IIPOM3Be/IeHa (BKJIIOYas YIaKOBKY (MapKHpOBKY) M KOHTPOJIb
KaJyecTBa) Ha BHIIEYKa3aHHOH INPOM3BOJICTBEHHON ILIOIMAAKe (ILUIOINAJKaX) B IIOJIHOM COOTBETCTBHH C
tpeGoBanusMu [IpaBun Hajexaieil MpOU3BOICTBEHHON NMPAKTHKH EBPa3sHiCKOro 3KOHOMHUYECKOro coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenT16ps 2022) u TpeOOBaHUSAMH KOHTPOJS KayecTBa JIEKaPCTBEHHBIX
CpPEZICTB, a TAKXX€ B COOTBETCTBHHU CO CICIUPUKAIUIMH, COMEPKAIIUMHUCS B PETUCTPALIOHHOM J0CHE CTPAHbI-

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Iponykr cooTBeTcTBYET TpeboBaHuaM HJL 3axawyenne: OJJOBPEHO
Prepared by / - Checked by / Approved by: Manager/Executive /
INoaroroeneHo: Ankit /’( [Iposepeno: Santosh Kumar OnobGpeno: Menemxep / PgkosoauTes
1~ Maurya 8 Pavan Kumar Sharma (ﬁi— —~
=
Reprint Date / Reprint Date / Reprint Date / =
Jara: 27.03.2024 Jlara: 27.03.2024 Hara: 27.03.2024
o TLEl\ +I“1 —1(.). :;-900 “(\JJFﬁ (‘-1. .J i 2 I“‘:I“" .’Tr;‘mil .r;.m;i--_?drr;:ld;'f c:m:“.-w .

CIi: LE85185AP1

wavwedrreddys.com




Di. Reddy's Labaratories i

Formaulation Unit-¢

. @e
Dr. Reddy,s q.... Vil hot, Malagarh Road, Baddii,

Distt. Solen, 5 P, 173 205, INDi4,

Tets +91 88166 5500102

CERTIFICATE OF ANALYSIS .. (/odis con
CEPTU®UKAT AHAJIA3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
ITpoaykr: Haiiz® AkTnBrens (HUMECYNH/) Tellb JUIS HAPYXKHOIO MpUMeHenus, 1 %, 20 r

Market / PoiHok : Russia / Poccus

Batch No. / . V240121 Batch Quantity / . 57707.00 units /

Cepus Ne ) Pasmep cepuu * 57707.00 equnun
Analytical Repovrt No./ . 040002457971 Date of Analysis / . 27.03.2024
AHajauTHyeckuii oTuer No Jlata aHanu3a

Date of Manufacture / . 03/2024 Date of Expiry / . 02/2026

JlaTa npou3BoACcTBa I'open no

Mfg. License No. /

I1pousBoacTBeHHAst : MNB/05/263 MA number: / Homep PY : JII1-Ne(001336)-(PT-RU)
JMueH3us Ne

Analysis performed according ND / Anann3 npoeeaed mo HJI: JIIT-Ne(001336)-(PI'-RU) dt. 25.10.2022 /
JIIT-Ne(001336)-(PI'-RU) ot 25.10.2022
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UMIIOpTEpa. 3allUCH [0 MPOM3BOACTBY, YIIaKOBKE W aHAIM3Y IPOBEPEHBI, M YCTAHOBJIEHO MX COOTBETCTBHE
TpeGoBanyam [IpaBun HamTexauIeit IPOU3BOACTBEHHOM IPaKTHKH EBpa3suiickoro 5KOHOMHYECKOTO COF03a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumevanue: [IpogykT cooTBeTCTBYET TpeboBanuamM HJJ 3axmouenue: OJIOBPEHO
Prepared by / A Checked by / Approved by: Manager/Executive /

[Monroroeneno: Ankit /\ F IlpoBepeno: Santosh Kumar Onobpeno: Menemxkep / PykoBoauTeNb

Maurya (ﬁ,, Pavan Kumar Sharma /

/

Reprint Date / Reprint Date / Reprint Date /
Hara: 27.03.2024 Hara: 27.03.2024 _ . Jara: 27.03.2024
T3| :91“—10 4902) ,190_0-, Fax: =91 40 4800 2699, Email: mail@drreddys.com
CIN: L85195AP1584PLZ00A507
wwydrreddys.com




