Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-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 %, 100 g
TIpoaykr: Haiis® AkrtuBrens (HuMecynina) refib JUisi HApY)KHOro puMeHeHus, 1 %, 100 r

Market / PbiHok : Russia / Poccus

Batch No. / i p— Batch Quantity / ~11812.00 units /

Cepus Ne i Pa3smep cepun * 11812.00exuHKLL
Analytical Repourt No./ . 040002670545 Date of Analysis / . 30/09/2024
AHanuTHueckHii oTdyeT Neo JlaTa aHanusa

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026

laTa mpon3BocTBa T'onen ao

Mfg. License No. /

IIponszBoacTeeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
JnueH3nsa Ne

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

Pagel of S/ Ctp. 1u3 5

yellow gel with characteristic odor
/ OXHOPOAHEIH MPO3payHbIi refb
671 IHO-KENTOTrO LIBETA C
XapaKTEpPHBIM 3aM1axoM

JI:.‘? Z Test / IlokazaTens Result / PesyabTat Specification / Hopma
1. Description / Onucanne Homogeneous, transparent, pale- Homogeneous, transparent, colorless to

pale-yellow gel with characteristic odor /
OpHOponHBIH MPO3payHBId Teib  OT
6ecIBETHOro 10 OJIeHO-KENTOTO LiBeTa
C XapaKTepHBIM 3aI1axoM

2. Identification / UnenTHOHKANUSA

a) HPLC / BOXKX

Complies as prescribed
CooTtBetcTBYET 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 ynep>xkusaHus
OCHOBHOrO MHKa Ha XpoMarorpamme

MCIIBITYEMOTO ~ PacTBOpa  JIOJDKHO
COOTBETCTBOBATh BpEeMEHH
yAepKHBAaHHUS OCHOBHOTO ITHKa Ha
XpoMmarorpamme pacTBOpa
craHgaptHoro ofpa3na HUMecCynupaa
(pazgen «KonuuecteenHnoe
oTpe/ieieHHE»)

Remarks : The Product conforms to ND/
Hpumonanne [ponyKr sooTneteTyeT TpeGonaimymn LT

Conclusion : APPROVED /
Jarmouonno: QJOLTEIIO

Prepared by /
IToarorosneno: Santosh Kumar
Maurya '

Checked by /
ITpoeepeno:Pawan Kumar

Approved by: Manager/Executive /
Onobpeno: MeHemxkep / PykoBogurens

Pavan Kumar Sharma A P

Reprint Date /
Jara: 30.09.2024

Reprint Date /
Jara: 30.09.2024

Reprint Date /
Jara: 30.09.2024

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

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, IND|A
Te!: 491 98166 56001-02
www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Opoaykr: Haii3® AkTHBrens (HUMeCYNH) refib Il HApYKHOTO npuMerenns, 1 %, 100 ©

Market / Poinok

: Russia / Poccns

Batch No. / . V240677 Batch Quantity / . 11812.00 units /

Cepust Ne ) Pazmep cepun " 11812.00eauHKL
Analytical RepOft No./ . 040002670545 Date of Analysis / . 30/09/2024
AnanuTHdecKHii oryer Ne JlaTa aHaqiu3a

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026

Jara npousBoJcTBa TI'ogen oo

Mfg. License No. /

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

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

Page2 of 5/ Ctp. 2u3 5

N pumeuanue: [TpoaykT coorseTcTBYeT Tpeboanuam HJY

b) UV spectrophotometry / Complies as prescribed /| UV absorption spectrum of the test
Y®-cnexTpodoTo MeTpHUst CooTBeTCTBYET TPEOOBAHUAM solution should have absorption
maximum at 397£5nm / Y®-cnektp
NOIJIOUIEHHST HWCTIBITYEMOIO  pacTBOpa
JOJDKEH WUMETh MaKCHMYM IOTJIOIEHHS
ripu 397£5 HM
3. | Weight of package contents / 101 g/101r According to Rus. Ph. / B cooTBercTBHU
Macca coxepKHMOIo ¢ TpeboBanusamu ['O PO
YHAKOBKH
4. | pH 3.30 2.5t04.5/012,5004,5
5. | Viscosity / BsaskocTs 993.7 centipoise / 400 to 1,200 centipoise /
993.7 canTHya3 Ot 400 o 1200 cantHmyas
6. | Impurities / Ilpumecn
i. | Impurity C/ Below LOD (LOD = 0.02 %) / Hike Not more than 0.50 % /
Ipumecs C npenena o6Hapysxenus (IO = 0.02 %) He 60mee 0,50 %
11. Impurlty D/ Below LOD (LOD = 0.02 %) / Huxe Not more than 0.50 % /
IIpumecs D npenena obuapyxerus (IIO = 0.02 %) He 6onee 0,50 %
iii. | Any other impurity / Below LOQ (LOQ = 0.03 %) / Huxe Not more than 0.50 % /
npenena KOJIMYECTBEHHOIO ONPEACACHMA 0,
JIrobas npyras nmpuMecs (TTKO = 0.03 %) He 6onee 0,50 %
iv. | Total impurities / \ Not more than 1.50 % /
CyMmMa npumeceit o He 6onee 1,50 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

3akmouenne;: OJJOBPEHO

CIN: L85195AP1984PLCO04507
www.drreddys.com

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Santosh Kum Iposepeno:Pawan Kumar Onobpeno: MeHemKep/ Py KOBOZMTEIE
Maurya J Pavan Kumar Sharma 4, .
Reprint Date / Reprint Date/ Reprint Date / .
Hara: 30.09.2024 I[aTa 30.09. 2024 Hara: 30.09.2024

Replsieren T erapad - SUU03E, Telangana, ndia

Tel: +91 40 4900 2900 Fax: +91 40 4900 2999, Email: mail@drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Te!: +91 98166 56001-02

CEPTUOPUKAT AHAJIM3A

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g

Market / PbiHOoK : Russia / Poccus

Tlponykr: Haiis® Aktusrens (HiMecysTnj) reb A8 HAPYIKHOTO MpHMeHeHus. 1 %. 100 r

Batch No. / . V240677 Batch Quantity / . 11812.00 units /

Cepus No ) Pa3mep cepuu " 11812.00emiHuL
Analytical Repourt No./ . 040002670545 Date of Analysis / . 30/09/2024

AHanuTHY eCKHIT oTueT No JlaTa aHanusza

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026

JlaTa npou3BoAcTBa T'open oo

Mfg. License No. /

IIpousBoacTBeHHAast : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
JULeH3ust No

Analysis performed according ND / Ananus nposeaed mo HJI: JITI-Ne(001336)-(PI-RU)-251022

Page3 of 5/Crp.3m35

7. | Microbial purity* / Mukpo6uonoraieckas 1HcToTa*
i. |Total Aerobic Microbial Count NA Not more than 100 CFU/g/
/ Ob1ee 4ucno a3poOHbIX He 6onee 100 KOE/r
MHUKPOOPraHUu3MOB
ii. | Total Combined Yeast and NA Not more  than 10CFU/g /
mould count / Ob1uee yucio He 6onee 10 KOE/r
TIPOMOKEBBIX U MIECHEBBIX
rpuboB
iii. | Pseudomonas aeruginosa NA Should absentin 1 g/
OtcyrctBue B 1 T
iv. | Staphylococcus aureus NA Should absentin 1 g/
OtcyrcTBHEB 1 T
8. | Assay/KosuuecTBeHHOe oNpeeIeHHe
Nimesulide / 9.92mg/9.92 mr 9.0 mg to 11.0 mg of C13H12N20;58
Humecynupg (99.2 %) (nimesulide) (90.0% to 110.0% of label
claim) in 1 g of gel /
Or 9,0 MI" 10 11,0 MI C13H12N205$
(uumecynun) (ot 90,0 % no 110,0 % ot
HOMHHANBHOTO coiep)Kanus) B 1 r rens

Remarks : The Product conforms to ND/

Tpameuanue: [Ipoaykr cooTreTcTBYeT Tpeboanusam HJ{

Conclusion : APPROVED /
3akawuenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioaroroeneno: Santosh Kumar IIpoeepeno:Pawan Kumar Ono6peno: Menemxep / Pykopoaurens
Maurya _ Pavan Kumar Sharma N >
Reprint Date / Reprint Date / Reprint Date /

Hara: 30.09.2024 Hara: 30.09.2024 Hara: 30.09.2024

Registered Oiice: B-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, lelangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

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

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

CEPTUOPUKAT AHAJIU3A

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
IMpoaykr: Haiis® Axrupresb (HUMECYIMA) rellb A7 HAPYKHOTO mpuMenerus, 1 %, 100 1

Market / PhiHok : Russia / Poccust

Batch No. / P —— Batch Quantity / _ 11812.00 units /

Cepus Ne ' Pasmep cepuu * 11812.00en1HuLn
Analytical RepOj‘t No./ . 040002670545 Date of Analysis / . 30/09/2024
AHanuTudecKkHii oTuer Ne JlaTa anaausa

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026

Jara npoy3BOACTBa T'onen go

Mfg. License No. /

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

nuuensust Ne

Analysis performed according ND / AHasiu3 nposeneH mo HJI: JITI-Ne(001336)-(PT'-RU)-251022

Page4 of 5/Crp. 4u3 5

9. | Dimethyl sulfoxide /
JAumeTHncyabporcua

99.0 %

90% to 110% of C;HsOS (dimcthyl
sulfoxide) of label claim /

Ot 90 % no 110 % C;HeOS
(mumeTtuncynehokcHa) oT
HOMMHAJIHOTO COAEPKaHHU

10. |Package / Ynakoska

100 g in a laminated aluminum tube equipped with tamper-evident membrane.
Each tube and a patient information leaflet in a carton. / Ilo 100 r B TyOy u3
JIAMMHHMPOBAHHOTO QNIOMHMHMs, CHaOXXEHHYI0 MeMOpaHOH IJis KOHTPOJs
nepeoro BekpbiThs. Kaxayro TyOy BMecTe ¢ MHHCTPYKIHMEH 10 MENULMHCKOMY
[IPUMEHEHHIO NTOMEIAOT B Ma4YKy 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.

*TlokazaTeb MOKET OTCYTCTBOBATH B cepTH(HKATe aHAIN3A Npou3BoaMTens. IIponssoauren
rapaHTHpyeT Ka4ecTBO Npenapara 1o 3THM I0Ka3aTeNsdM.

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

Nimesulide / Humecynun

API manufacturer batch number /

Homep cepuu npoussogutenass APC: DR EN=080540
FP Manufacturer API Batch number /
Homep cepun cyOcTaHIIHH OPOA3BOAHTE/S FERAQ0445

| ) L}

Remarks : The Product conforms to ND/

Hpumeuanne: [Tponyvt contreTerryeT TpeAinranmaay HTl

Conclusion : APPROVED /
Rawnmuenue OJIORPFHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneHo: Santosh Kumar Ipoeepeno:Pawan Kumar Ono6peno: Menemxep / PykooauTeb
Maurya @_ i] Pavan Kumar Sharma ~ _{,—
Reprint Date / Reprint Date / Reprint Date / =

Hara: 30.09.2024 Hata: 30.09.2024 Hata: 30.09.2024

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: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr. Reddy's Laboratories Ltd.

‘ ‘.. Formulation Unit-6
L/ @ Vill. Khol, Nalagarh Road, Baddj,
Dr.Red dy S e Distt. Solan, H.P, 173 205, INDIA
Tel : 491 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
INpoayicr: Haiis® Axtusrens (HUMECYJIiL) relb T HAPYKHOTO npuMeHenus, 1 %, 100 r

Market / Phinok : Russia / Poccus

Batch No. / e Batch Quantity / _ 11812.00 units/ o
Cepusi Ne ) Pazmep cepun * 11812.00equHHLL

Analytical Repourt No. / . 040002670545 Date of Analysis / . 30/09/2024

AHaguTuyeckuii oryer No JaTa ananusa

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026

JlaTa npou3BoacTBa Tonen no

Mfg. License No. /

IIponsBoaCTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
nuneH3ust Ne

Analysis performed according ND / Auanns nposeaex no HJI: JII-Ne(001336)-(PI'-RU)-251022
PageSof 5/Ctp. 5u3 5

APl Manufactured by & country / Aarti Drugs Ltd., India /
Ipoussogurenn ADC, crpana: Aaptu [lparc JIta., Mnaus

iame, diiness, anthonzStion So/tor - B Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.

manufacturing site / Control site / Release site / Solan (HP) 173205, India (License No MNB/05/263) /
I:;:rl;:zzazze;;il;iizl::x;p JHeHsHm J-p Penau’c JJabopatopuc JIta., Maous, [1pouseoacTeenHoe
B noxpaszenenue-6, Bunnamk Kxons, Hanarapx Poyn, bannw,
HPOHSBOACTBO/KORTPOIE KATeCTRa/ BHITCK Conau ductpukr, X.I1. 173205, Huausa (JInuenszus Ne
LR 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 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/04eHHEe 0 cOOTBeTcTBHH: «HacTosImuM s MOATBEPXKAAI0, YTO IPHUBEAECHHAS BBIIIE HHYOPMALUS ABIACTCS
JOCTOBEPHOM M TOYHOM. DTa ceprs MPOAYKIHH NPOM3BeleHa (BKIIOYAs YHAKOBKY (MapKMPOBKY) W KOHTpOJIb
KauecTBa) Ha BBINIEYKA3aHHOM MPOM3BOJACTBEHHOHM IUIOIaAKe (IUIOMIAAKaX) B IOMHOM COOTBETCTBHH C
TpeGoBannaMu IIpaBui HajuleKalel IPOM3BOACTBEHHON MPaKTHKH EBpasufickoro skoHoMmyeckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceuts6ps 2022) u TpeOGOBaHHAMH KOHTPOJISI KadeCTBa JIEKAPCTBEHHBIX
CPEJICTB, & TAaKXKe B COOTBETCTBHH CO CIENHU(DHKAIUAME, COAEPKAMUMKUCS B PETHCTPAIOHHOM JOCHE CTPaHBI-
AMIIOpTEpa. 3allUCH [0 MPOU3BOJCTBY, YIAKOBKE M aHAJIM3y IPOBEPEHBI, M YCTAHOBICHO HX COOTBETCTBHE
tpeGoBanusimM [Ipapun HautexKaleil HIPON3BOACTBEHHOH IPAKTHKA EBpasHiiCKOro 5SKOHOMHYIECKOTO COI03a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Ipogykr coorBercTByeT TpehoBaHuaM HJL Yaxmwaenne: QJIORPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Santosh Kumar [Mposepeno:Pawan Kumar Ono6peno: Mernemxkep / Py !\qﬁom ITENb
Maurya %_ g Pavan Kumar Sharma c T —
Reprint Date / Reprint Date / Reprint Date /
Hara: 30.09.2024 | Hara; 30 09 2024 Hara: 30.09.2024

R o i e o T L e B e s Tt B [ v e E T TR A1

TeI +91 40 4900 2900 Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984P1LC004507
www.drreddys.com



