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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
Formulaticn Unii-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoaykr: Haiiz® Axtusresb (HUMECYIHA) reflb JUlS HAPYKHOTO NPUMEHEHUS, 1 %, 50r

Market / Po1tok : Russia / Poccus

Batch No. / . V240626 Batch Quantity / . 23,529 units /

Cepust Ne ) Pasmep cepui * 23,529 equHuL
Analytical Repourt No./ . 040002642055 Date of Analysis / . 03.09.2024
AHaNHTHYECKHid oTUeT Ne JlaTa ananuza

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

laTa npou3BoaACTBA T'open no

Mfg. License No. /

INpouzBoacTBeHHAsS : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JnueH3ns Ne

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

Pagelof 6/ Ctp. 1 u3 6

yellow gel with characteristic odor /
OnOHOpPOAHBIA MOpPO3pavHbIA  relib
6118 THO-XKENTOro 1[BETA c
XapaKTepHBIM 3alaxom

i.:) { Test / [loxazaTens Result / Pe3yasTar Specification / Hopma
1. Description / Onncanne Homogeneous, transparent, pale- | Homogeneous, transparent, colorless to

pale-yellow gel with characteristic odor /
OpHOpPOJHBINA TPO3payHbid  Tejib  OT
fecLBETHOrO A0 6JIeIHO-KENTOro LBeTa
C XapaKTEepHBIM 3araxoM

2" Identification / UnenTndHKaNHS

a) HPLC / BDXKX

Complies as prescribed /
CooteercTByeT TpebOBaHUAM

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>kuBaHus
OCHOBHOTO TNHKa Ha XpoMaTorpamme

UCTIBITYEMOTO pacTBOpa NOJKHO
COOTBETCTBOBATH BpEMEHU
yAepKVBaHHsA OCHOBHOTO IMKa Ha
XpoMarorpaMmme pactBopa
CTaHAapTHOro ofpasla HHUMECYJIMAA
(paznen «KonuuecTseHHOE
omnpeneIeHHE»)

Remarks : The Product conforms to ND/
ITpumeuanne: IIponykt cooteTcTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
3axawuenne; OJOBPEHO

Prepared hy /
IToarororneno: Rama Kant

i

Checked hy /
[Mpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurens

f Amit Kumar L

Reprint Date /
Jlata: 03.09.2024

Reprint Date /
Jara: 03.09.2024

Reprint Date /
Jata: 03.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.carmn

CIN: L85195AP1984PLCDN4507
www.drreddyz.com
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Dr. Reddy's Laboratories Ltd.
Formulaticn Unit-6

Vili. Khol, Nalagarh Road, Baddi,
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CEPTUOUKAT AHAJIU3A

Product : Nist Activgel (nimesulide) gel for external use, 1 %, 50 g
[IIpoayxr: Haiis® Akrusresns (HUMECYTHI) Tefls 1A HAPYXKHOTO npumerenis, 1 %, 50T

Market / Pettiox : Russia / Poccust

Batch No. / . V240626 Batch Quantity / . 23,529 units /

Cepusi Ne ) Pa3mep cepun 23,529 enyuun
Analytical RepOft No./ . 040002642055 Date of Analysis / . 03.09.2024
AHaJluTHYeCKuii oTHeT Ne Jata ananu3a

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

Jara npon3BoACTBA T'open o

Mfg. License No. /

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

Analysis performed according ND / Ananu3s nposeaen no HJI: JITI-Ne(001336)-(PI'-RU)-251022

Page2 of 6/ CTp. 2 u3 6

No/

Ne Test / IlokazaTenanb

Result / PesynapTar

Specification / Hopma

b) UV spectrophotometry / Y-
cnekTpodoTo MeTpHs

Complies as prescribed
CooTBeTcTBYET TpeOOBAHHAM

/| UV absorption spectrum of the test
solution should have absorption
maximum at 397+5 nm / Y®-cnekrp
NOIJIOUIEHHS HCIBITYEMOIr0  pacTBopa
JIOJKEH UMETh MaKCHUMYM MOTJIOILEHHS
npu 397+5 HM

3. | Weight of package contents / 51g/51r According to Rus. Ph. / B cooTBeTcTBUH
Macca coaepxumMoro c TpeboranusamMu I'® PO
YNAKOBKH

4. | pH 3.22 2.5t04.5/012,5104,5

5. | Viscosity / BaskocTs

965.4 centipoise /
965.4 cantunyas

400 to 1,200 centipoise /
Ot 400 no 1200 caHTHIya3

6. | Impurities / lIpamecu

i. | Impurity C/

Not detected / He o6HapyxeHa

Not more than 0.50 % /

Ipumecs C He 6oee 0,50 %
ii. | Impurity D/ Not detected / e obHapysxena Not more than 0.50 % /
He 60nee 0,50 %

ITpumecr D

Remarks : The Product conforms to ND/
Mpumeuanne: [IpoaykT cooTBeTcTBYET Tpebopanusm HJL

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO

Prepared by /
IToaroroeneno: Rama Kant

ez

Checked by /
[Tpogepeno: Pardeep Kumar

L —

Approved by: Manager/Executive /

Onobpeno: Menemxkep / Pykosogutens

Amit Kumar ,\J_,._'. —
N

Reprint Date /
Jata: 03.09.2024

Reprint Date /
Jara: 03.09.2024

Reprint Date /
Jara: 03.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4908 2900, Fax: +91 40 4900 2992, Emaii: maii@direddys.com

CIN: L8S195AP1984PLCOOAS507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulaticn Unit-6

Vill. Khol, Naiagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iINDIA
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Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
TNponykT: Hait3® AkTHBrenns (HIMeCYN1a) refib Ul Hapy»KHOro npuMeHenus, 1 %, 50 r

Market / PoiHox

: Russia / Poccus

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

Cepus Ne + V240626 Pazmep cepun 23,529 enuHuUIL
Analytical Repoj‘t No. / . 040002642055 Date of Analysis / . 03.09.2024
AHanuTHYeCKn#i oTyeT No Jarta ananusa

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

Jara npousBoacTBa T'ogen no

Mfg. License No. /

IlpousepoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JuieH3ust Ne

Analysis performed according ND / Auanius nposeaeH no H: JITI-Ne(001336)-(PT-RU)-251022

Page3 of 6/ CTp. 3 m3 6

;{f { Test / Iloka3aTenn Result / PesynbsTat Specification / Hopma
iii. | Any other impurity / 0.03% Not more than 0.50 % /

Jliobas gpyras npuMmech He 6onee 0,50 %
iv. | Total impurities / 0.0355% Not more than 1.50 % /

CymmMa npumeceit He 6onee 1,50 %

7. | Microbial purity* / Mukpo6unoJjiornueckast 4HCToTa*

i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
Ob6uiee ynciio aspobHbBIX MHKPO- He 6onee 100 KOE/r
OpraHu3MOB

ii. | Total Combined Yeast and NA Not  more  than 10 CFU/g
mould count / O6ee yucio He 6onee 10 KOE/r
JIPOMOKEBBIX U MIECHEBBIX
rpuboB

iii. | Pseudomonas aeruginosa NA Should absentin 1 g/
OtcytcTBUe B 1 T

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

8. | Assay/Koan4decTBeHHOE onpeaeseHne

Remarks : The Product conforms to ND/
Ipumeuanne: [Ipogykt cooTBeTcTBYeT Tpeboanuam HJI

Conclusion : APPROVED /
3akmwouenne: OJJOBPEHO

Prepared by /
ITogrorosneno: Rama Kant

Qo

Checked by /
[Tpoeepeno: Pardeep Kumar

f

o

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurens

Amit Kumar WM
‘P( /

Reprint Date /
Jara: 03.09.2024

Reprint Date /
Jara: 03.09.2024

Reprint Date /
Jara: 03.09.2024

Registered Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +91 40 4900 2960, Fax: +91 40 4500 2999, Email: maii@direddys.com

CIN: L85195AP1984PLCOOA507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Dr. Reddy's Laboratories td.
Formulaticn Unit-6

Vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, iNDIA
Tel : +91 98166 56001-02
www.drreddvs.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Hpoaykr;: Hait3® Akrusrens (HUMeCynua) refib A1 HAPYKHOTO npumeHenus, 1 %, 50 r

Market / Peinok : Russia / Poccus

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

Cepusa Ne VR L026 Pazmep cepun * 23,529 enqunnn
Analytical Repovrt No./ . 040002642055 Date of Analysis / . 03.09.2024
AHanuTHueCKkHi 0THeT No JaTa aHaniu3a

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

Jata npou3BOACTBA T'ogen 10

Mfg. License No. /

IIpousBoacTBeHHAsA : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
JnueHsusi Ne

Analysis performed according ND / Anasu3 nposeaen no HJI: JITI-Ne(001336)-(PI'-RU)-251022

Page 4 of 6/ Ctp. 4 u3 6

No/

JAuMetrniacy1bPoKCHI

e Test / IlokazaTennb Result / Pesyabrar Specification / Hopma
Nimesulide / 9.87 mg/9.87 mr 9.0 mg to 11.0 mg of C13H12N20sS
Humecynun (98.7 %) (nimesulide) (90.0% to 110.0% of label

claim)in 1 gof gel /

Ot 9,0 Mr g0 11,0 mr Ci3H12N2OsS

(aumecynun) (ot 90,0 % 10 110,0 % ot

HOMMHAJILHOTO cofepkanns) B 1 r rens
9. |Dimethyl sulfoxide / 100.4 % 90% to 110% of C;HeOS (dimethyl

sulfoxide) of label claim /

Ot 90 % no 110 % C2HeOS
(mumeTrncynbGOKCUA) OT
HOMHHAJILHOTO COAEPKaHUA

10. | Package / YnakoBka

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 Ty6y u3
JIaMHHHPOBAHHOTO AJIFOMHHHS, CHaO)XKEHHYI0 MeMOpaHOH Uil KOHTPOJI
nepeoro BekpeiThs. Kaxmyro TyOy BMeCTe ¢ HHCTPYKUMEH 10 MEAWLMHCKOMY
NPUMEHEHHIO IOMELIAIOT B 24Ky 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.

*Tloka3aTeJIb MOXKeT OTCYTCTBOBATH B cepTH(HKaTe aHanu3a npoussoaurens. IlponspoanTesn
rapanTHpyeT Ka4yecTBO NPenapara 1o 3THM [MOKA3ATeIAM.

Remarks : The Product conforms to ND/
ITpumeuanne: [IponykT cooTBeTcTBYET TpeboBanuam H/I

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared hy /
IToarorosneno: Rama Kant

b

Checked by /

[Tposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBonuTenb

£ Amit Kumar 1 g

—|

-—

— r

Reprint Date /
Jara: 03.09.2024

Reprint Date /

Jara: 03.09.2024

Reprint Date /
Jara: 03.09.2024

Registered Office: 8-2-337, Road MNo. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +81 40 4900 2300, Fax: +91 40 4500 2999, Email: maii@direddys.cam
CIN: L85195AP1984PLCO0A507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories (td.
Formulaticn Unit-6

Vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, iNDIA
Tel : +91 98166 56001-02

www.drreddys.com

CEPTUOUKAT AHAJIN3A

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

Mpoayxr: Hajiz® Axtuerens (HUMecyua) refib U HAPYXKHOTO NpUMeHennus, 1 %, 50 r

Market / Pritok : Russia / Poccus

Batch No. / . V240626 Batch Quantity / . 23,529 units /

Cepus Ne ) Pazmep cepun " 23,529 eqvnui
Analytical RepOj‘t No./ . 040002642055 Date of Analysis / . 03.09.2024
AHaauTHYeCKHi oT4yeT Ne Jlara ananu3za

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

Hata npousBoacrea T'ogen no

Mfg. License No. /

IIpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JInieH3us Ne

Analysis performed according ND / Auasus npoeeaen no H: JIII-Ne(001336)-(PI'-RU)-251022

PageSof 6/ Crp. 5u3 6

API name (INN) / HaumenoBanue ADPC
MHH):

Nimesulide / Humecynua

API manufacturer batch number /
Howmep cepuu npouspogutens ADC:

NMS/14060340

FP Manufacturer API Batch number /
Homep cepun cy0cTaHIHH
npouzsoaurenn I'JID:

FERA00369

API Manufactured by & country /
IIponssogurennr A®C, crpaHa:

Aarti Drugs 1td., India /
Aaprtu Jparc JItn., Unaus

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

HaumenosaHue, azpec H HOMep
JHIEH3HH ILI0MATKH,
oCylIecTBIsIIO el
HIPOU3BOACTBO/KOHTPOJIb
kavecTrBa/Beinyck 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,
IpousBoacTBeHHOE MoapasaeeHue-6, Bumnamx Kxons,
Hanarapx Poya, bannu, Conan Qucrpukr, X.I1. 173205,
Wuaus (JTuuensus 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/

IMpumeuanne: [Tpoaykt cooTeeTcTBYeT TpeboBaHusmM HJI

Conclusion : APPROVED /
Jaxawuenue: OJJOGPEHO

Prepared by /
IMoarorosneno: Rama Kant

Checked by /

L

Iposepeno: Pardeep Kumar

-

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBoautens

Amit Kumar Ce—
‘-/&' e
|

Reprint Date /
Hara: 03.09.2024

Reprint Date /
Jara: 03.09.2024

Reprint Date /
Jara: 03.09.2024

Registered Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 49 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com
CIN: LB5195AP1984PLCO04507

www.drreddys.com




Dr. Reddy's Laboratories Ltd.
& e Formulaticn Unit-6
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3IA
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Hpoaykr: Haiiz® Axtusrens (HUIMECYJIHA) Tenb MUl HApYXHOTrO npuMeHenus, 1 %, 50 r
Market / PoIok : Russia / Poccus
Batch No. / . V240626 Batch Quantity / . 23,529 units /
Cepns Ne ) Pa3smep cepun 23,529 equHuL
Analytical Repo“rt No. / . 040002642055 Date of Analysis/ . 03.09.2024
AHaNHTHYECKHUH oTyeT Ne Jara anannsa
Date of Manufacture / . 08/2024 Date of Expiry / . 07/2026
JaTa npousBoacTBa I'ogeH xo
Mfg. License No. /
IpouszBoacTeeHHas : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JnueH3us Ne

Analysis performed according ND / Auanu3 nposened no HJI: JITI-Ne(001336)-(PI'-RU)-251022
Page 6 of 6 / CTp. 6 M3 6

specifications in thc Markcting 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/04eHHe 0 cooTBeTcTBHH: «HacTosmuM g MOATBEPIKIA0, YTO MPUBEICHHAS Bhlllle HHQOpMaNys sSBsIeTCS
JOCTOBEPHOM M TOYHOM. DTa cepusi HPOAYKIUK IIPOU3BENEHA (BKIIOYAs YIAKOBKY (MapKHPOBKY) M KOHTpOJb
KauecTBa) Ha BHIIIEYKAa3aHHOM IPOM3BOJICTBCHHOM IIomajike (IUIOMIafKax) B IOJHOM COOTBETCTBHH C
TpeGoBanusiMU [1paBuit Ha/uTexKanieH TPOM3BOACTBEHHOM MpaKTHKX EBpasHiCKOro S5KOHOMHYECKOro corosza (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents6ps 2022) u TpeOOBaHHAMH KOHTPOJIA KaveCTBa JIEKAPCTBEHHBIX
CpEJICTB, a TAKXKe B COOTBETCTBHHU CO CHIENU(UKALUAMH, COAEPKAMMMHUCS B PETHCTPAIMOHHOM NOCHE CTPaHEI-
UMITOpTepa. 3amuch IO MPOM3BOJCTBY, YNAaKOBKE M AHAIM3Y NPOBEPEHBI, U YCTAHOBJIEHO HUX COOTBETCTBHE
TpeGoBanmsam [IpaBu Ha/uIeKaIeH IPOU3BOICTBEHHOHN IPAaKTUKK EBpasHiiCKOro SJKOHOMHYECKOTO COI03a».

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

Ilpameuanne: [Iponykt cooTBeTcTBYET TpebosaHusam HJI 3axmouenune: OJJIOBPEHO

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

[ToaroroeneHo: Rama Kant I[TpoeepeHo: Pardeep Kumar Onob6peno: Menemxkep / Pykosoaurens
[ Amit Kumar A=

o £ A
Reprint Date / ' Reprint Date / Reprint Date/
Jara: 03.09.2024 Jara: 03.09.2024 Jlarta: 03.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85185AP1984PLCOOA507
www.drreddys.com




