Dr. Reddy's Laborateries Ltd.

Qe
’ *® Formuiation Unit-6
Dr. Reddy S ‘,. Vil Khol, idaiagarh Road, Baddi,
Distt. Solan, H.7., 173 205, INDIA
CERTIFICATE OF ANALYSIS g 65 5500102
CEPTUPHUKAT AHAJIN3A S B ¥ -

www. diTeddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IMpoaykr: Haiis® AxruBrens (HUMeCYM) renb i HAPYXKHOTO NpHMeHeHHns, 1 %, 50 r

Market / Puinok : Russia / Poccust

Batch No. / . V250188 Batch Quantity / . 23439.000units /

Cepust Ne ) Paszmep cepun * 23439.000 equnuy,
Analytical Repourt No./ . 040002852803 Date of Analysis / . 15.03.2025
AHaauTHYeCKHuii oTyeT Ne JlaTa ananusa

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

Jarta npousBogcTaa Ionen no

Mifg. License No. /

IIpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JuueH3Ha Ne

Analysis performed according ND / Ananns nposeaen no H: JIN-Ne(001336)-(PI"-RU)-251022

Pagelof6/Ctp. 1u3 6

i‘? ! Test / Ilokazarennb Result / Pesyabrart Specification / Hopma
1. Description / Omicanne Homogeneous, transparent, pale- | Homogeneous, transparent, colorless to

yellow gel with characteristic odor / | pale-yellow gel with characteristic odor /
OnHopomHbli  Mpo3pauHblii  resib | ONHOPOAHBIA TIPO3pa4HbIH  renb  OT
ONeTHO-XKENTOro LBeTa ¢ | GecuBeTHOro 10 OIEAHO-KENTOTO LBETA
XapaKTepHBIM 3aMaXoM C XapaKTEePHBIM 3araxoM

2. Identification / UpenTnduxanus

a) HPLC / BOXX Complies as prescribed / | The retention time of the main peak in
CooTBeTCTBYET TPEOOBAHUAM 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 ymep>xuBaHus
OCHOBHOIO IIMKa Ha XpoMmaTorpamme

UCHBITYEMOTO pacTBopa JIOJKHO
COOTBETCTBOBATH BpEMEHH
yAEP)KUBAHUS OCHOBHOTO IIMKa Ha
XpomarorpaMmme pacTBopa
CTaHJapTHOro ofpasua HUMecylIuja
(paznen «KonnuectsenHoe
OTpeNeIIeHUe)

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

Ipumeuanne: [poaykt coorpeTcTByeT TpeboBanusam HJI 3axmouenne: OJIOBPEHO

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

[MoxroroeneHo: Pravesh Rana Iporepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoautens

(J—’, Amit Kumar /\/ L
- /
Reprint Date / Reprint Date / Reprint Date / \
Jara: 15.03.2025 Jara: 15.03.2025 Harta: 15.03.2025

Registered Office: 8-2-327, Road No. 3, Ranjara Hills, Hydeiabad - 500034, Telangane, India
Tol: +91 20 4900 2900, Fax: +91 40 4800 2999, Email: mail@drreddys com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s Q'f‘

Dr. Reddy's Laborateries Ltd.
Formulation Unit-6

Viil, Khol, Malagarh Road, Baddi,
Distt. Solan, H.p., 172 205, INEIA
CERTIFICATE OF ANALYSIS “st 31 98166 56001-02
CEPTUOUKAT AHAJIU3A epvrendrieddys.com

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

TIpoaykT: Haiis® Axktusrens (HUIMECYIN) resib ANs HApYXKHOTO MpumeHenus, 1 %, 50 r

Market / PrlHok : Russia / Poccus

Batch No. / . V250188 Batch Quantity / . 23439.000units /

Cepusi Ne i Pazmep cepuu © 23439.000 equnuL

Analytical Report No. /

Date of Analysis /

JauueH3us Ne

N : 040002852803 : 15.03.2025
AHaauTHyeCcknii oTueT No Jara anaamu3a
Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027
JaTa npon3BoACTBA T'ogen o
Mfg. License No. /
IIpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)

Analysis performed according ND / Ananus nposegen no HJI: JITT-Na(001336)-(PI'-RU)-251022

Page2of 6/Crtp. 2u3 6

No/

Test / Iloka3zaTeb
Ne

Result / PesyabTar

Specification / Hopma

b) UV spectrophotometry / Y®-
crekTpodoTo MeTpus

Complies as prescribed /
CooTBeTCTBYET TpeOOBaHUAM

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / Y®-cnektp
MOFJIOUIEHHs HMCIBITYEMOrO  pacTBopa
JIOJDKEH MMETh MAKCHMYM IOTJIOMIEHHS
ipu 39745 HM

3. | Weight of package contents / 51g/Slr According to Rus. Ph. / B cooTBercTBUM
Macca coaep:kumMoro ¢ Tpebopanusamu I'O PO
YIAKOBKH

4. | pH 3.33 2.5t04.5/0t12,5n04,5

5. | Viscosity / BazkocTb

976.3 centipoise /
976.3 canTumnyas

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

6. | Impurities / Ilpumecn

i. | Impurity C/
ITpumecs C

Not detected / He oOHapykeHa

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

ii. | Impurity D/
IIpumecs D

Not detected / He o6HapyxeHa

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

Remarks : The Product conforms to ND/
Hpumeyanune: [Tpoaykr coorBeTcTByeT Tpebopanuam HJI

Conclusion : APPROVED /
3aknouenne: OJJOBPEHO

Prepared by / /
IMoarorosineHo: Pravesh Rana Z

Checked by /
ITpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoauTens
Amit Kumar & =

—

(

Reprint Date /
Jara: 15.03.2025

Reprint Date /
Jara: 15.03.2025

Reprint Date /
Jara: 15.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tal: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formuiaticn Unit-o
Vil Khol, Maiagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

T R T T LA 3%
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CEPTUDHUKAT AHAJIM3A

www.direddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Tpoaykr: Haiis® AkTHBrenb (HIMECYIHN) TeNlb IS HAPYKHOTO NpUMEHeHns, 1 %, 50 r

Market / Pbinok : Russia / Poccus

Batch No. / . V250188 Batch Quantity / . 23439.000units /

Cepusi Ne ) Pa3mep cepun * 23439.000 equnun
Analytical Repovrt No./ . 040002852803 Date of Analysis / . 15.03.2025
AHajJuTHyecKuii oTueT Ne JlaTa anaausza

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

JlaTa npouzBoacTsea TI'open no

Mfg. License No. /

I[MpouspoacTBeHHast : MNB/05/263 MA number: / Homep PY : JITI-Ne(001336)-(PI'-RU)
JHUeH3us Ne

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

Page3 of 6/ Ctp.3u3 6

;I.‘? 1 Test / Iloka3aTeib Result / Pesyabrar Specification / Hopma

iii. | Any other impurity / 0.08% Not more than 0.50 % /

Jlio6as npyras npuMech He 6onee 0,50 %

iv. | Total impurities / 0.2% Not more than 1.50 % /
CymMa npHuMecei He 6onee 1,50 %

7. | Microbial purity* / MukpoGHoornyeckast 4uCToTa*

i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
Ob1riee Yuco a3pobHBIX MUKPO- He 6onee 100 KOE/r
OpraHu3MoB

ii. | Total Combined Yeast and NA Not  more than 10 CFU/g
mould count / Ob1ee yucno He 6onee 10 KOE/r
JPOMOKEBBIX M TIECHEBBIX
rpubos

iii. | Pseudomonas aeruginosa NA Should absent in 1 g/
OtcyrcTBUe Bl T

iv. | Staphylococcus aureus NA Should absent in 1 g/
OtcyrcTBUe B 1 T

8. | Assay/KoandecTBeHHOe onpeae/IeHHe

Remarks : The Product conforms to ND/
IIpumeuanue: [Tpoaykr coorBeTcTBYeT Tpebopanusam H/I

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloaroroeneHo: Pravesh Rana < IIposepeno: Pardeep Kumar Onobpeno: Menemxep / PykosonuTens
’ J’ Amit Kumar !-'\_,_.;',.
= [
Reprint Date / Reprint Date / Reprint Date / ;
Hata: 15.03.2025 Jara: 15.03.2025 Hara: 15.03.2025

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telanzana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

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

Mponykr: Haiis® AxTHBrenb (HUMECyi) res [UTA HAPYKHOTO NpumMenenis, 1 %. 50 r

Market / Poltok : Russia / Poccus

Batch No. / . V250188 Batch Quantity / . 23439.000units /

Cepus No ) Pa3mep cepun " 23439.000 exuHuLL
Analytical Repovrt No./ . 040002852803 Date of Analysis / . 15.03.2025
AHanutuyecknii oryer Ne JlaTa aHanu3a

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

JlaTa npou3BoacTBa TI'ogeH no

Mfg. License No. /

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

auueH3na Ne

Analysis performed according ND / Auanu3 nporeaen no HJI: JITT-Ne(001336)-(PI™-RU)-251022

Page4 of 6/ CTp. 4 u3 6

No /

e Test / IlokazaTennb Result / PesyabTart Specification / Hopma
Nimesulide / 9.92 mg/9.92 mr 9.0 mg to 11.0 mg of C;3H12N2OsS
Humecynun (99.2 %) (nimesulide) (90.0% to 110.0% of label

claim)in 1 gof gel /

O19,0 mr no 11,0 mr Ci3Hi2N2OsS

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

HOMHHANLHOTO cofiepkaHus) B 1 r rens
9. | Dimethyl sulfoxide / 100.1 % 90% to 110% of C,H¢OS (dimethyl

JdumeTmiicyabgorenn

sulfoxide) of label claim /

Ot 90 % no 110 % C,HsOS
(numeTtuncynbdokeun) oT
HOMMHANIEHOTO CO/Iep KaHHs

10. |Package / YnaxoBka

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
JIAMUHMPOBAHHOTO AalIOMHMHHS, CHaOXEHHYH0 MeMOpaHOH .1 KOHTpO.s
nepBoro BekpeiTHa. Kaxnayio TyOy BMecTe ¢ MHCTPYKLIHEH [0 MEAULIMHCKOMY
NPHMEHEHHIO MOMEILAIOT B NMaYKy 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.

*IToka3aTeJb MOKET OTCYTCTBOBATH B cepTHdHKATE aHau3a npousBoautes. Ilponssoaurenn
rapaHTHpYeT KauyecTBO Npenapara o 3THM MoKa3aTe/lsM.

Remarks : The Product conforms to ND/

Ilpumeuanne: [Ipoaykr coorseTcTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
3akaruenne: OJJOBPEHO

Prepared by /

) Checked by /
ITonrorosneHo: Pravesh Rana [
/

/~

Ipoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onob6peHo: Menemkep / PykoBoautens

Amit Kumar /\/_/*’/ _

=l

Reprint Date / Reprint Date /

Jara: 15.03.2025

Jara: 15.03.2025

\]

Reprint Date /
Jlata: 15.03.2025

isterpd Office: 8-2-357, Aoad

10 4500 29040, R

el +01

Clndid

B51SEAPTYE

Banjara Hills, Hyderabad - 300034, Telangane, India
200 3984, Email: mail@drreddys.com
LCO0A507

Larreddys,com




Dr. Reddy's Laboratories Ltd,

e
’ ® Formulation Unit-6
Dr' Reddy S ‘-. vill, Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS . Coa e EEA01.07

I > % PO N
Tl L T L ZOLUl Julul Ul

CEPTHUOUKAT AHAJIM3A . drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
[Mpoaykr: Halis® AKTHBrenb (HHMECYII) Telb U HAPYKHOPO fpumenetus, 1 %, 50 ¢ -

Market / PoIok : Russia / Poccus

Batch No. / . V250188 Batch Quantity / . 23439.000units /

Cepusi Ne ) Pa3mep cepun  23439.000 enyHuL
Analytical RepOft No./ . 040002852803 Date of Analysis / . 15.03.2025
AHanuTuyeckuii oryer Ne JlaTa aHanM3a

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

JaTta npou3BoacTBa T'open oo

Mfg. License No. /

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

Analysis performed according ND / Auanu3 nposegen nmo HJ: JITI-Ne(001336)-(PI"-RU)-251022

Page5of 6/ Ctp. 513 6

I(A;\I/;]I.I gx:ne (INN) / HaumenoBanue ADC Nimesulide / Humecymun

API manufacturer batch number / NMS/14120876
| Homep cepuu npoussonutens ADC:

FP Manufacturer API Batch number /

Howmep cepun cy6cTaHnuH FERA00751

npoussoauTess I'JIP:

API Manufactured by & country / Aarti Drugs Ltd., India /
IIpoussoanteip ADC, crpana: Aaptu lparc JItn., Uanus

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) /
HaunmenoBanue, agpec H HoMep H-p Penmwn’c Jlaboparopuc JIta., Unnus,
JIHIEH3HH MJIOIAAKH, [pouzBoacTeeHHOE MoApasaeneHue-6, Bumnamk Kxos,
ocyuecTBIs IO el Hanarapx Poyn, banoun, Conan uctpuxr, X.I1. 173205,
MPOM3BOACTBO/KOHTPOJIb Hngns (JInuensus Ne MNB/05/263)
kadecTrBa/Bbinyck 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

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

Mpumeuanue: Iponyxr coorBercTByer TpeboBanusm HJ{ 3axmouenue: OJJOBPEHO

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

IMoaroroeneHo: Pravesh Rana [MporepeHo: Pardeep Kumar Onobpeno: Menemxep / Pyxosoaurens
) —;L - Amit Kumar L/\,‘:'/ 3

Reprint Date / Reprint Date / Reprint Date / :

Hara: 15.03.2025 JHara: 15.03.2025 Hara: 15.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +21 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr. Reddy's Laboratories Lia.

Qe
’ °® Formulaticn Unit-6
Dr. Reddy S ". Vill. Khol, Naiagarih Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS | 497 98166 56001-02
CEPTUDUKAT AHAJIN3A vlvwlw,é; i';:daVC.COiii

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
\Dpoaykr: Haiis® AKTHBreab (HUMECYNIH) TeNb JUIS HAPYXKHOTO NpumMeHeHns, 1 %, 50 r - I

Market / Puitox : Russia / Poccus

Batch No. / . V250188 Batch Quantity / . 23439.000units /

Cepus Ne ) Pasmep cepuu ' 23439.000 equnmnu
Analytical RepoIt No./ . 040002852803 Date of Analysis / . 15.03.2025
AHaJauTnyeckuii oTyer No JaTta ananusa

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

JaTa npou3BoACTBa I'oneHn go

Mfg. License No. /

IIpousBoacTBeHHAs! : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
JHueH3ns Ne

Analysis performed according ND / Ananus npogseaed no HJI: JIIT-Ne(001336)-(PI'-RU)-251022
Page 6 of 6 / CTp. 613 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».

3aK/II04eHHe 0 cOOTBeTCTBHH: «HacToswM s moATBepK a0, 4TO MpHUBEAeHHAs BbIlIe HHPOPMAlUs ABIIAETCA
JIOCTOBEPHOM M TOYHOM. DTa cepusi MPOAYKIMH NPOM3BENCHA (BKIIOYas yNaKOBKY (MapKUPOBKY) H KOHTPOJIb
KayecTBa) Ha BBINICYKA3aHHOM IPOM3BOJCTBEHHOM MIoOIaAKe (IUIOINAfKax) B IIOJIHOM COOTBETCTBHH C
TpeGoBanusiMu [IpaBun HaTeKanei MPOM3BOICTBEHHON NIPakTHKU EBpasuiickoro skOHOMHYECKOro coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents6ps 2022) u TpeOOBaHHAMHU KOHTPOJIA KadecTBa JIEKAPCTBEHHBIX
CpPEICTB, a TAKXXE B COOTBETCTBHHU CO CIICHU(UKAIUAMHU, COACPKAIIMMHUCSA B PETUCTPALIHOHHOM JIOCh€ CTpaHBI-
UMITOpTEepa. 3alHuCH 1O NPOU3BOACTBY, YIaKOBKE M aHAIM3y IIPOBEPEHBI, M YCTAHOBJICHO HX COOTBETCTBHE
tTpeGoBanusam [IpaBun HayIexaIeil Iporu3BOICTBEHHON NPAKTUKK EBpasuiicKoro 5KOHOMHYECKOI'O CO03a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpumeuanne: [Ipogykr coorBercrByeT TpeboBanusm HJI 3akmouenne: OJOBPEHO
Prepared by / /| Checked by / Approved by: Manager/Executive /
IMoarotoeneHo: Pravesh Rana c/ ITpoeepeno: Pardeep Kumar Onobpeno: Menemxep / Pﬁ(osommanh
. Amit Kumar =

= QL/:' ‘},'\. /
Reprint Date / Reprint Date / Reprint Date /
Hara: 15.03.2025 Hara: 15.03.2025 Hara: 15.03.2025

Registered Office: 8-2-337, Road No. 3, Baniara Hills, Hyderahad - 500034, Telangana, India
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



