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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

viil, fhol, Nalagarh Road, Baddii,

Distt, Solan, #.P, 173 205, INDiA
Tol 91 08166 56001-02

www. drredays.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
INpoayxkr: Hali3® AxTuBrens (HUMeCYNHI) renb 11 HAPY)KHOTO NpuMeHeHus, 1 %, 100 r

Market / Pelvok

: Russia / Poccus

Batch No. / . V240871 Batch Quantity / _ 11881.00 units /

Cepust Ne ) Pasmep cepun * 11881.00eaunun
Analytical Repourt No./ . 040002778157 Date of Analysis / . 30.12.2024
AHaaurnyeckuii oTuer Ne JlaTa aHaan3a

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

JaTa npon3BoacTBa T"oneH no

Mfg. License No. /

IlpousBoACTBEHHAs : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PI™-RU)
JuueHsus Ne

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

Pagel of 5/ Ctp. 1u3 5

No/

No Test / ITokazarenan

Result / Pesynstat

Specification / Hopma

1. Description / Onncanne

Homogeneous, transparent, pale-
yellow gel with characteristic odor /
OpHoponHbId  Mpo3payHbIl ek
6ne1HO-KenToro LBeTa c
XapaKTepHbIM 3aMaxoM

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor/
OpHoponHbI TMpO3payHBIl  rens  OT
feclpeTHOrO A0 6JIeIHO-XeNTOoro 1BeTa
€ XapakTepHbIM 3aMaxoM

2. Identification / MnenTudgnkanns

a) HPLC / BDXX

Complies as prescribed /
CooTBeTCTBYET 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) / Bpemsa ynep:kuBaHHs
OCHOBHOTO MNHKa Ha XpomaTorpaMmme

UCMEBITYEMOTO  pacTBopa JOJIAKHO
COOTBETCTBOBATH BpEeMCHH
yIOepKUBaHUA OCHOBHOTO IHMKAa Ha
XpoMmarorpamme pactBopa
CTaHAapTHOro obpaslia HUMeCyaula
(pazmen «KonuvecrseHHOE
OTpe/IeNIeHHeY)

Remarks : The Product conforms to ND/

IIpumeyanue: [IpoaykT coorBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3axmouenue: ONOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Noaroroenexo: Santosh Kumar ITposepeno: Pawan Kumar Ono6peno: Menemxep / Pykogoaurens
Maurya {L /42/ Pavan Kumar Sharma [ e
Reprint Date / Reprint Date / . Reprint Date /

Jara: 30.12.2024 Jara: 30.12.2024 Jarta: 30.12.2024

Registered Office; 8-2-227. Road Ne. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel #9110 4900 2000, Fax: 491 10 4900 2999, Email: mail@drreddys.com
CIN: L35195AP1334PLCO04507

wwww dreeddys.com
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Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ipoaykr: Haiiz® Axtisrens (HuMecynua) redb [Uist HapykHOro npuMenenns, 1 %. 100

Market / Prinok : Russia / Poccus

Batch No. / e Batch Quantity /| _ 11881.00 units /

Cepust Ne ) Pasmep cepuu * 11881.00eaunuL
Analytical Repourt No./ . 040002778157 Date of Analysis / . 30.12.2024
AHanuTHyecknii oruetr Ne JlaTa aHaam3a

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

Jarta npou3Boacrea Togen no

Mfg. License No. /

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

Analysis performed according ND / Anaans nposeaen no HJL: JIII-Ne(001336)-(PI'-RU)-251022

Page2 of 5/ Crp. 2u3 5

' b) UV spectrophotometry / Complies as prescribed /| UV absorption spectrum of the test
Y ®-cniekTpodoTo METpHs CootsercTByeT TpebOBaHHUAM solution should have absorption
maximum at 397+5nm / Y®-cnekrp
MOTJIOIIEHHUS HCIIBITYEMOIO  pacTBopa
JIOJOKEH UMETh MAaKCHUMYM MOTJIOLICHHUS
npu 397+5 um
3. | Weight of package contents / 101 g/101r According to Rus. Ph. / B cooTBeTcTBHM
Macca cogepxHMoro ¢ Tpebopanusmu [ ® PO
YNaKOBKH
4. | pH 3.31 2.5t04.5/012,5n04,5
5. | Viscosity / BazkocTb 971.6 centipoise / 400 to 1,200 centipoise /
971.6 canTumyas Ot 400 no 1200 cantunyas
6. | Impurities / IIlpumecn
i. | Impurity C/ Not detected / e oOnapyxeHa Not more than 0.50 % /
ITpumecs C He 6onee 0,50 %
ii. | Impurity D/ N Not more than 0.50 % /
Mprvecs D ot detected / He oOHapy»xeHa He Goree 0,50 %
ili. | Any other impurity / Not more than 0.50 % /
Jliobas npyras npumech 0.03 % He 6onee 0,50 %
iv. | Total impurities / Not more than 1.50 % /
Cymma npumeceii 0.10% Ile 6onee 1,50 %

Remarks : The Product conforms to ND/

IIpumeuanue: [Ipoaykr cooTBeTcTBYeT TpeboBaHusm HJI

Conclusion : APPROVED /
3akawuenune: OJOBPEHO

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

INoarorosneno: Santosh Kumar IIposepeno: Pawan Kumar Opno6peno: Meneukep / Pykopoaurens

Maurya ?& #{ Pavan Kumar Sharma e =
LA S P

Reprint Date / Reprint Date / Reprint Date /

Hara: 30.12.2024 Jara: 30.12.2024 Hara: 30.12.2024

Reaistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel 191 40 4900 2900, Fax: 91 40 4300 2999, Email: mail@drreddys.com
CIN: LS EYSAP L9854 PLLUD4SU Y

vaww direddys.com
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Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
IIpoayxr: Hait3s® AxTuBrenb (HUMeCYIHA) refb A7 HApyKHOTO NnpuMeHeHus, 1 %, 100 r

Market / PoiHOK : Russia / Poccnst

Batch No. / Batch Quantity / 11881.00 units /

: V240871 :
Cepus Ne Pasmep cepuu 11881.00enunmy
Analytical Repourt No./ . 040002778157 Date of Analysis / . 30.12.2024
AHanuTH4YecKHH oTueT Ne JlaTa aHanuza
Date of Manufacture / . 12/2024 Date of Expiry / . 112026
Jata npou3soacTBa T'onen no
Mfg. License No. /
IlpousBoacTBEHHAsR : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
nunensus Ne

Analysis performed according ND / Anann3 nposeaen no HJI: JITI-Ne(001336)-(PI'-RU)-251022

Page3 of 5/Ctp.3u3 5

7. | Microbial purity* / MukpoOnororuyeckast YHCTOTa™
i. | Total Aerobic Microbial Count NA Not more than 100 CFU/g /
/ Ob1wee yncso aspoOHBIX He 6onee 100 KOE/r
MHKPOOPTaHU3MOB
ii. | Total Combined Yeast and NA Not  more than 10 CFU/g  /
mould count / Obuiee uncno He 6onee 10 KOE/r
JIPOMOKEBBIX U MTECHEBBIX
rpuboB
iii. | Pseudomonas aeruginosa NA Should absent in 1 g/
OtcyrctBUe B 1 1
iv. | Staphylococcus aureus NA Should absentin 1 g/
OtcytrctBHe B 1 1
8. | Assay/KounuecTBeHHOe OnpeaeieHHE

Nimesulide /
Humecymun

9.88 mg/9.88 mr
(98.8 %)

9.0 mg to 1 1.0 mg of C13H1:N>OsS
(nimesulide) (90.0% to 110.0% of label
claim)in 1 g of gel /

Ot 9,0 MTI" 10 11,0 Mmr C13H12N205S
(mamecymun) (ot 90,0 % no 110,0 % ot
HOMMHAJILHOTO cojiepkanus) B 1 r rems

Remarks : The Product conforms to ND/

IIpumeuanme: [Ipogyxrt cooTBeTcTBYET TpeboBaHusam HJJ

Conclusion : APPROVED /
Sakmouenue: OJJOGPEHO

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

[Moarorosneno: Santosh Kumar [Iposepeno: Pawan Kumar Onobpeno: Menemxep / Pykosommrerb

Maurya / Pavan Kumar Sharma i
= —41__ e

Reprint Date / Reprint Date / ' Reprint Date /

Hara: 30.12.2024 Hara: 30.12.2024 Hara: 30.12.2024

Remisterad Office: 5-2-337, Road Ne., 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 40060 2600, Fav: 91 40 4900 2999 Email: mail@dreaddys com

CIN: L3S

wkw. drreddys,con

185AP19SAPLCO04507
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIN3A

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

Iponykr: Hait3® Axrusrens (HUMeCyIua) redb s HAPYKHOro npumeseHus, 1 %, 100 T

Market / Poinok : Russia / Poccus

Batch No. / . V240871 Batch Quantity / . 11881.00 units /
Cepusi Ne i Pazmep cepun * 11881.00enuHuL
Analytical Repovrt No./ - 040002778157 Date of Analysis / . 30.12.2024
AHaJIHTHYeCKHIT oTyeT Ne JaTta ananusa

Date of Manufacture / . 12/2004 Date of Expiry / . 11/2026

JaTta npou3sBoacTea T'ogen po

Mfg. License No. /

I1pon3BoacTBEHHAS : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JuueH3nsn Ne

Analysis performed according ND / Auanus nposeges no H: JIIT-Ne(001336)-(PT-RU)-251022

Page 4 of 5/ Ctp. 4 u3

5

9. | Dimethyl sulfoxide /
JumeTnacyabdokrenn

100.5 %

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

Ot 90 % mo 110 % C,HsOS
(numetmicynedokcHa) oT
HOMMHAJILHOTO COJEPKAHHS

10. | Package / YnakoBka

100 g in a laminated aluminum tube equipped with tamper-evident membrane.
Each tube and a patient information leaflet in a carton. / ITo 100 r B TGy u3
JTAMMHUPOBAHHOTO ATIOMUHHSA, CHabXeHHylo MeMOpaHOW ANs  KOHTPOMs
nepBoro BCKpeiTHA. Kaxxayro TyOy BMecTe ¢ HHCTPYKLMEH M0 MEAULIMHCKOMY
NPHMEHEHHIO [TOMELIAIOT 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.

*IlokasaTeNb MOXKeET OTCYTCTBOBATh B cepTHQHKATe aHAH3a npousBoauTes. [Ipoussoaurens
rapaHTHpPYeT Ka4ecTBO MPenapaTa 1o 3THM MOKA3ATEeIAM.

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

Nimesulide / Humecynun

API manufacturer batch number /
Homep cepun npousBogurens APC:

NMS/14100706

¥FP Manufacturer API Batch number /
Homep cepun cy0cTAHIHH NPOH3BOIHTEA
IJid:

FERAO00635

API Manufactured by & country /
Ilpoussogutear ADC, crpana:

Aarti Drugs Ltd., India /
Aapru Hparc JIta., Uupus

Remarks : The Product conforms to ND/

ITpumevanne: IIponykT coorsercTRyeT TpeboBannsam HJT

Conclusion : APPROVED /
3akiwvenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioaroroeneno: Santosh Kumar IIpoeepeno: Pawan Kumar Onobpero: Menemkep / PykoBgauTens
Maurya 2 Pavan Kumar Sharma { =
Reprint Date / Reprint Date / Reprint Date /

Hara: 30.12.2024 Jara: 30.12.2024 Jara: 30.12.2024

Registered Office: 8-

337, Road No. 3, Banjara Hilis, Hyderabad

- 500024, Telangana, Indin

o
Tel, #0130 4900 2900, Fax, +91 40 4900 2999, Email: mail@drreddyz.com

CIN: LR5195AP1984PLCE04507
www.drceddys,com
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CERTIFICATE OF ANALYSIS el +81 98166

CEPTUDOUKAT AHAJIN3A Wit }

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Mponykr: Haiia® Arkrusreiib (HUMeCYTII) Teib s HapyxHoro npumereHus, 1 %, 100 r

Dr.Reddy’s ‘_‘:‘.

2RO01L-02

Market / Peinok : Russia / Poccus

Batch No. / . V240871 Batch Quantity / . 11881.00 units /

Cepust Ne ) Pa3mep cepuu " 11881.00eamHuL
Analytical Repourt No./ - 040002778157 Date of Analysis / . 30.12.2024

AHANTUTHY ECKHIT oTUeT Ne HMara ananusa

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

JaTta npou3BoAcTBa T'open no

Mfg. License No. /

ITpousBoacTBenHasn : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JIMLEeH3us1 Ne

Analysis performed according ND / Anasnins npogenen no HJ/L: JITI-Ne(001336)-(PT'-RU)-251022
PageSof S/ Crp. 5u3 5

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumenosaHHe, agpec H HOMep JIMIEH3HH
IUIOIIAAKH, OCYLIECTBIAIOMIEH
NMPOH3BOACTBO/KOHTPOJIb KA4eCTBA/BHITYCK
T'JI® /

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (License No MNB/05/263) /
H-p Pennwn’c Jlabopatopuc JIta., Unaus, ITporssoacreenHoe
nozapasnencHue-6, Bunnamk Kxons, Hanarapx Poya, Baaau,
Conan Quctpukr, X.I1. 173205, Unaus (JIuneHzus 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 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 establishedy.

3aki04eHue 0 cOOTBeTcTBHE: «HacToAmMM s MOATBEPXKAALO, YTO IPHBEIEHHAS BhIIEe MHPOPMAIHS SBICTCS
NOCTOBEPHOH M TOYHOH. JTa CepHs MPOAYKIMH MPOU3BEJCHA (BKIIIOYAs YIAKOBKY (MapKHpPOBKY) M KOHTPOJIb
KayecTBa) Ha BBLUIEYKa3aHHOH IPOM3BOACTBEHHOW mUuomanke (IUIOMAAKax) B IIOMHOM COOTBETCTBHH C
TpeboBanusvu [Ipasun Haexanielf MpOU3BOICTBEHHON NMPAaKTHKU EBpaswiickoro 3KOHOMIYIECKOTO COr03a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsi6ps 2022) u TpeGOBaHUSIMH KOHTPONS KadecTBa JIEKAPCTBEHHBIX
CPEACTB, & TAKXKE B COOTBETCTBUM CO CEUM(HKALNAMHE, COAEPXKAIIUMHUCS B PETUCTPAIIMOHHOM JOChE CTPAHBI-
UMOopTepa. 3aliCH IO IPOM3BOJCTBY, YIHAKOBKE M aHAIM3Y NPOBEPEHBI, M YCTAHOBICHO WX COOTBETCTBHE
TpeboBanuaM [Ipasun HauIeXKamed IPOM3BOACTBEHHOM TPAaKTHKH EBPa3sHiiCKOro SKOHOMHYECKOTO COFO3a.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeyanue: [IponykT cooTBeTcTBYET TpebGoBaHUAM HJI 3akmouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloarororneno: Santosh Kumar IIposepeno: Pawan Kumar Ono6peno: Menemxkep / Pyxonomrrcnb
Maurya ; Pavan Kumar Sharma d— =
____1.:_'-4*“”'
Reprint Date / Reprint Date / Reprint Date /
Hara: 30.12.2024 Jlara: 30.12.2024 Hara: 30.12.2024
Rugisterad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangann, India
Tel, +91 00 4800 7900, Fay: 491 40 4800 299, Email: mal@direddyicom

CIN: LES195AF1834PLCO0ASYT
e drieddys.com



