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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A

Dr. Reddy's Laboratories {rd.

Forinulation Unit-6

Vifl. Khot, Nalagarh Road, Ba i,
Distt. Solan. H.P, 173 205, INDIA
Tel : +91 28166 56001-02
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Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
|IpoaykT: Haiiz® AkTtusrenb (HUMECYAHM) refb OJ1 HAPY)XHOro npumedeHus, 1 %, 50 r

Market / Portox : Russia / Poccus

Batch No. / . V240619 Batch Quantity / ; 23,529 units /

Cepus Ne Pasmep cepun 23,529 eaunun
Analytical Repovrt No. / . 040002639301 Date of Analysis / . 03.09.2024
AHanuTH4yeCKuii oTuer No JiaTa ananusa

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2026

JlaTa npou3BOACTBA T'open no

Mfg. License No. /

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

Analysis performed according ND / Anasius nposegen no HJL: JITT-Ne(001336)-(PI'-RU)-251022

Page 1 of 6 /Crp. 1 M3 6

i.:) / Test / Ilokazarenn Result / Pe3yabTat Specification / Hopma
1. Description / Onucanne Homogeneous, transparent, pale- | Homogeneous, transparent, colorless to

yellow gel with characteristic odor /
OnHoponHblii npo3padHblii  refb
OJIeAHO-XKENTOr 0 LBETa c
XapaKTePHBIM 3aNaX0OM

pale-yellow gel with characteristic odor /
OpHopoaHsli  MPO3pavHbIl  rejib  OT
OecLBeTHOro N0 GJ1eAHO-KEITOro [BETa
C XapaKTePHBIM 3araxoM

Identification / UnenTHdHKALHSA

2) HPLC / BDXX

Complies as prescribed /
CooTBeTcTBYET 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 ynepxkuBaHus
OCHOBHOTO TNHMKa Ha XpoMaTorpamme

UCTIBITYEeMOr O pacTBopa JIOTDKHO
COOTBETCTBOBAThH BpEMEHH
yIEpXKUBAaHWS OCHOBHOTO TNMKA Ha
XpoMaTorpamme pacTBOpa
craHjapTtHoro obpasua HUMeCyIuaa
(paznen «KonuyectpeHHnoe
oTipelieNieHHEN)

Remarks : The Product conforms to ND/

ITpumeuanne: [TIpoaykt cooTBeTcTBYET TpeboBannam HJ

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by /
| loarotoeneHo: Jitendra MateJ

2

_,.'/'

Checked by /
IIpoeepeno: Pardeep Kumar

.

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosouunreis
Manoj Kumar ’

Reprint Date / A

Tlata: 03.09.2024

Reprint Date /
Jara: 03.09.2024

Reprint Date /
Jara: 03.09.2024
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Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
INMpoaykr: Haiiz® AxkTUrens (HUMECYJIHA) reNb Ui HAPYKHOro npiiMeHenns, 1 %, 50 1

Market / Pratox : Russia / Poccus

Batch No. / . Batch Quantity / . 23,529 units /

Cepusi Ne + V240619 Pasmep cepun 23,529 enynnil
Analytical Repovrt No./ . 040002639301 Date of Analysis / . 03.09.2024
AHaJuTH4YeCKHi oTueT Ne JlaTa ananusa

Date of Manufacture / . 08/2024 Date of Expiry/ . 07/2026

JaTa npou3BOACTBA Toaen no

Mfg. License No. /

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

Analysis performed according ND / Ananu3 nposeaen no HJ: JIIT-Ne(001336)-(PI'-RU)-251022

Page2 of 6/ Ctp. 2 u3 6

No /

Test / IToka3zarean
Ne

Result / PesyasTat

Specification / Hopma

. b) UV spectrophotometry / Y-
cnektpodoTo MeTpHs

Complies as prescribed
CooTBeTCTBYET TpeOOBaHUAM

/

UV absorption spectrum of the test
solution should have absorption
maximum at 39745 nm / Y®-cnekrp
TNOMJIOLIEHH HMCIBITYEMOro pacTBOpa
JIOJDKEH UMETh MAKCUMYM TOTJIOLIEHHUS
ripu 397£5 HM

3. | Weight of package contents / 51g/5lr According to Rus. Ph. / B coorBeTcTBHH
Macca coaep:KHMOro ¢ Tpeboeanusmu ['® PO
YIAKOBKH

4. | pH 3.23 25t04.5/012,5104,5

5. | Viscesity / BsizkoeTh

968.5 centipoise /
968.5 caHTumyas

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

6. | Impurities / Ilpumechn

i. | Impurity C/
[Tpumecs C

Not detected / He 0OHapyxeHa

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

ii. | Impurity D/
ITpumecs D

Below LOD (LOD = 0.02%) / Huxe
npeaena obuapyxenus ([10 = 0.02 %)

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

Remarks : The Product conforms to ND/
IIpumeyanue: [Iponykr coorBeTcTBYeT TpeboBanusam HJL

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
Iloarorosnedo: Jitendra Male

Checked by /

Mporepeno: Pardeep Kumar

-

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pl‘_KOBOi?*IT&I[b

Manoj Kumar \/\&f wl/
Y "

A+

Reprint Date /
Jara: 03.09.2024

Reprint Date /
Jara: 03.09.2024

Reprint Date /
JlaTa: 03.09.2024

ad bo. 3, Banjara Hills, Hyderat

ax:+91 40 AGG0 2938, i
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Forrmuiation Uinit-6

Vili. Khol, Malagarh Road, Badidi,

CEPTUPUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g

Mpoayxt: Haiis® AkTuprens (HUMECYIHA) refb A1 HAPYKHOTO NpUMeHeHN, 1 %, 50 T

Market / PosHok : Russia / Poccus

Batch No. / . V240619 Batch Quantity / . 23,529 units /
Cepus Ne ) Pasmep cepun " 23,529 enyHull
Analytical Repovrt No. / . 040002639301 Date of Analysis / . 03.09.2024
Adanuruyeckuii oTuer Ne JiaTa aHanusa

Date of Man ufacture / . 08/2024 Date of Expiry / . 07/2026

JlaTa npousBoacTBa T'onen go

Mfg. License No. /

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

Junen3us Ne

Analysis performed according ND / Anasus npoeenes no HJ: JITII-Ne(001336)-(PI'-RU)-251022

Page3 of 6/ CTp. 33 6

No/

e Test / IlokazaTesb Result / PesyabTat Specification / Hopma
iii. | Any other impurity / 0.03% Not more than 0.50 % /
Jiobas apyras npuMmech He 6onee 0,50 %

iv. | Total impurities / 0.0330%
CymmMa npumeceit

Not more than 1.50 % /
He 6osnee 1,50 %

7. | Microbial purity* / Mukpo6uosoruyeckas 1ucTora*

i. |Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
O611ee 94ucio a3poOHBIX MUKPO- He 6onee 100 KOE/r
OpraHH3MOB
| 1i. | Total Combined Yeast and NA Not more  than 10 CFU/g

mould count / O611ee yKcio
JPOMOKEBBIX U TIIECHEBBIX

rpuboB
iii. | Pseudomonas aeruginosa NA
iv. | Staphylococcus aureus NA

He 6omnee 10 KOE/r

Should absentin 1 g/
OtcyterBUe B 1 1T

Should absentin 1 g/
OtcyrctBHE B 1 T

8. | Assay/KoanyecTBeHHOE onpeacaeHHe

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: [IpoaykT coorsercTByeT TpeboBaHuam HJI 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Monrororneno: Jitendra Mate IIpoeepeno: Pardeep Kumar OnobpeHo: Menemxep / Pykopoantens

/ 1 ] Manoj Kumar hﬂi‘fi(—l

L
Reprint Date / (\ ] Reprint Date / Reprint Date /
Hara: 03.09.2024 Jara: 03.09.2024 Jlarta: 03.09.2024

Registsed Office: 8-2-337, 8

ity NG 2

Tel, 4Rl dn G140 20

o, 2, Baninia Hills, Huederabad - 500024, Telangana, India

Email: mall@drieddyi.com
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CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIM3A

Dr. Reddy's Laboratories 114
Forinulation Unit-6

Vili. Khot, Nalagarh Road, Baddi,
Distc. Solan, H.P., 173 205, INDIA
Tal : 491 23166 5600102

wwww, drraddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
| IIpoaykr: Haiizs® AkTuBres (HUMeCYIMA) reb IUIsl HApYXKHOTO MpUMeHeHHs, 1 %, 50 r

Market / PuiHoK : Russia / Poccus

Batch No. / . V240619 Batch Quantity / . 23,529 units /

Cepus Ne ) Pa3mep cepun © 23,529 enunnig
Analytical Repo:‘t No. / - 040002639301 Date of Analysis / . 03.09.2024
AHanuTH4YeCknii ordyet Ne JlaTa aHa/au3a

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2026

JarTa npousBoacTea Fopen po

Mfg. License No. /

IpousBoacT BeHHast : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JuneH3us Ne

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

Paged4 of 6/ CTp. 4 13 6

No /

N Test / Ilokazarenn Result / PesynbTar Specification / Hopma
Nimesulide / 9.90 mg/9.90 mr 9.0 mg to 11.0 mg of C13H12N20sS
Humecynun (99.0 %) (nimesulide) (90.0% to 110.0% of label

claim) in 1 g of gel /

Ot 9,0 Mr go 11,0 mr Cy3Hi2N20sS

(aumecynum) (ot 90,0 % no 110,0 % ot

HOMHHAJIBHOT'O cOZiepaaHud) B 1 r ress
9. | Dimethyl sulfoxide / 100.3 % 90% to 110% of C:HOS (dimethyl

JduMeTnincyabgorcu

sulfoxide) of label claim /

Ot 90 % no 110 % CoHeOS
(mumeTuncynsdokcun) ot
HOMHHAJILHOTO COACPIKaHUA

10. |Package / YnakoBKka

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
JIAMHHHUPOBAHHOIO ANIOMHHHS, CHaOXEHHYIO MeMOpaHOH Ul KOHTpOJs
nepBoro BCKpeiTHA. Kaxayro Ty0y BMecTe ¢ HHCTPYKUHEH O MEAULMHCKOMY
NPHUMEHEHHUIO MOMEMIAIOT 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.

*Tloka3aTeJb MOXKET OTCYTCTBOBATH B cepTHHKaTe aHAIn3a npousBoauTes. IIponssoanTens
rapaHTHpyeT KauecTBO Ipenapara Io 3THM MOKAa3aTeJIsIM.

Remarks : The Product conforms to ND/
Npumeyanne: [IpoaykT coorsercTByeT Tpebosanuam HJI

Conclusion : APPROVED /
3akmwuenne: OJJOBPEHO

Prepared by / Checked by /

Approved by: Manager/Executive /

IMonrororneno: Jitendra Mate,

I

[Ipoeepeno: Pardeep Kumar

P Manoj Kumar

(T:i,,ff—-

OnobpeHo: Menemkep / PykoBognTtens

i

e -

Reprint Date /
Hata: 03.09.2024

Reprint Date /
Hara: 03.09.2024

Reprint Date /
Jara: 03.09.2024

et

flis, Hyderabad - 500024, Telangana, Incia

1PLE004207

drreddys.com

, Email mail@dreddys.com
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CERTIFICATE OF ANALYSIS l/\ B i
CEPTUO®UKAT AHAJIU3A ‘ '

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
TMpoayxr: Haiiz® Aktuereis (HUIMeCYIHA) FeNb UL HAPYKHOTO mpuMeHeRns, 1 %, 50 T
Market / PnrHok : Russia / Poccus
Batch No. / . V240619 Batch Quantity / . 23,529 units /
Cepus No ) Pa3mep cepun © 23,529 equnun
Analytical Repovrt No./ . 040002639301 Date of Analysis / . 03.09.2024
AHanuTHyeCcknii oTyer Ne Jarta ananmsa
Date of Manufacture / . 08/2024 Date of Expiry / . 07/2026
JlaTa npousBoacTBa I'onen no
Mfg. License No. /
IIpou3BoacTBeHHAsR : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JuueH3usn Ne
Analysis performed according ND / Ananus npoeeaen mo HJI: JIII-Ne(001336)-(PT-RU)-251022

PageSof 6/Ctp.5u3 6

3‘14’;{ 1}1;1)1:ne (INN) / Haumenosanne ADC NirSsalide /TERoeyiw

API manufacturer batch number / NMS/14060327

Homep cepuu nponspoautesa APC:

FP Manufacturer API Batch number /

Homep cepuu cy6cTaHUIHA FERA00366

npoussoaureas I'JID:

API Manufactured by & country / Aarti Drugs 1td., India /
IIpouszsonurenr ADC, crpana: Aaptu Jparc JIta., Uuaus

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) /
HaumeHnoBanue, aapec H HOMep H-p Peanu’c Jlaboparopuc Jitn., Unnws,
JINIEeH3HH IIOIANAKH, [pouseoacTBeHHOE MoApaszaeneHue-6, Bunnamwk Kxons,
ocymecTBIAIIEH Hanarapx Poyn, bannun, Conan Jucrpuxt, X.I1. 173205,
NPOU3BOACTBO/KOHTPOJIb Nuaus (JIuuensus Ne MNB/05/263)
KagecTBa/Bhinyck I'JID /

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/
M pumeuanne: [IponykT coorsercTByeT Tpebosannam HJI 3akmouenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMonrortosneno: Jitendra Mate f/’ [pogepeno: Pardeep Kumar Onobpeno: Menemxkep / PykoBoantenb
L p Manoj Kumar =) )

} =l W
Reprint Date / Reprint Date / Reprint Date / |
Jara: 03.09.2024 Hara: 03.09.2024 Jara: 03.09.2024
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A
Product ;: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Hpoaykr: Haiis® Axtusresns (HuMecynu) refib Uit Hapy»KHOro npumenenus, 1 %, 50 r
Market / PuiHok : Russia / Poccusd
Batch No. / . Batch Quantity / . 23,529 units /
Cepus No + V240619 Pa3mep cepun ° 23,529 enunnn
Analytical Repourt No. / . 040002639301 Date of Analysis / . 03.09.2024
AHAIUTHYECKH{T 0TUeT No JlaTa aHain3a
Date of Manufacture / . 08/2024 Date of Expiry / . 07/2026
JlaTa npousBoACTBa T'ogen oo
Mfg. License No. /
[IpousBoacTBeHHAS : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JuueH3ns Ne

Analysis performed according ND / Ananus nposenen no HJIL: JITI-Ne(001336)-(PT-RU)-251022
Page 6 of 6 / CTp. 6 13 6

specifications in the Marketing Authorization dossjcr of thc importing country. Production, packaging and
testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian Economic

Union is establishedy.

3aK/II0ueHHe 0 COOTBeTCTBHM: «HacToAIMM 51 TOATBEPXKIAI0, YTO PUBEACHHAS BEIIIE HHQOPMALHUSA ABIAETCS
JIOCTOBEPHOH M TOYHOM. DTa cepusl MPOAYKLHMH MpOM3Be/icHa (BKIOYAs YHAKOBKY (MapKHPOBKY) W KOHTPOIb
KAayecTBa) Ha BBIIIEYKa3aHHOM NPOU3BOJCTBEHHON IUIOINagKe (IJIOMAAKaX) B IIOJHOM COOTBETCTBHH C
TpeGoBanmsAMY [IpaBril HajIexalnel IPOu3BOCTBEHHON NPaKTHKU EBpasuitcKoro sKOHOMHYECKOTo cotoza (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsops 2022) u TpeOOBaHHMAMH KOHTPOJA KadecTBa JIEKAPCTBEHHBIX
CpEJICTB, & TAKXKe B COOTBETCTBHHU CO CHELUPUKAIMAMH, COACPKAIIUMHUCS B PETUCTPAITMOHHOM JOCHE CTPAHBI-
UMIIOpTepa. 3a0MCH MO IPOHM3BOJACTBY, YIAKOBKE M aHANM3y IPOBEPEHBI, M YCTAHOBICHO HUX COOTBETCTBHUE
tpeboBanusiM [IpaBun Haaexareil Ipou3BOJACTBEHHOM IPAKTUKH EBpasHiCKOro 9KOHOMHUYECKOT0 COI03a».

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

Ipumeuanne: [Iponykr coorsercTBYeT Tpebosanusam HJT 3akmwoyenne: OJOBPEHO

Prepared by / A Checked by / Approved by. Manager/Exceulive /

IMoaroroeneHo: Jitendra Mate //‘ [TposepeHo: Pardeep Kumar Onobpeno: Menemxkep / PykosoauTensb
e 2 Manoj Kumar _ /

- ]
Reprint Date / Reprint Date / Reprint Date /
Hara: 03.09.2024 Hara: 03.09.2024 Hara: 03.09.2024

md - 500034, Telehguna, hdis
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