Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT 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 %, 50 g
Hpoaykr: Fhiis® Aktuerens (HuMecynna) refib Ul HApYKHOTO npuMeHeHnns, 1 %, 50 r o

Market / Pw-liok : Russia / Poccus

Batch No. / . V240916 Batch Quantity / . 23530.000units /

Cepust Ne ) Pa3smep cepun * 23530.000 equHuL
Analytical lzepOft No./ . 040002769850 Date of Analysis / . 29.12.2024

AH"anuTHye Ckuii oTyet Ne JlaTa ananamsa

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

JaTa npousBoacTBa T'onen no

Mfg. LicenseNo. /

IlpousBoacT BeHHAs : MNB/ 05/263 MA number: / Homep PY : JIT-Ne(001336)-(PI™-RU)
JuueH3us N2

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

Ne/

Test / Ilokazarenn
Ne

Result / PesyabTaTt

Page 1 of 6/ Ctp. 1 u3 6

Specification / Hopma

1. Description / Onucanue

Homogeneous, transparent, pale-
yellow gel with characteristic odor /
OnHopoaHbI  NpO3pauHbIi  rejb
6116 fHO->KENTOr 0 LBeTa c
XapakTEepHBIM 3aI1axoM

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor /
OnHOponHBIA NpO3pauHblf  reib OT
GECLIBETHOTO JI0 BJIEIHO-KENTOTO LIBETA
C XapaKTEePHBIM 3aMaXxoM

2. Identification / UnenTndpuxanus

a) HPLC / BOXKX

Complies as prescribed /
CootercTByeT 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 ynepuBaHus
OCHOBHOIO MMKa Ha XpoMaTorpaMmme

HCHBITYEMOr0 pacTBOpa JOJDKHO
COOTBETCTBOBATH BpEeMEHH
yICP)KUBaHUS OCHOBHOIO TMHKa Ha
Xpomarorpamme pactBOopa
cTaHjgapTHoro obpasua HuUMecylIuaa
(pazzen «KonuyecTseHHoe
OIIpe/le/ICHHE»)

Remarks : The Product conforms to ND/

IIpumeuanue: IIpoxgykr cooTBeTcTBYET TpeboBanusM HJJ

Conclusion : APPROVED /
3axkarouenue: OJOBPEHO

Prepared by /
IMoarorosnero: Santosh Kumar
Maurya @

Checked by /
IIpoeepeno: Pardeep Kumar

= —

Approved by: Manager/Executive /
OpnobpeHo: Menemxep / PykoBonutens
Amit Kumar

/x\/ 'y'/

Reprint Date /
Hara: 29.12.2024

Reprint Date /
JlaTa: 29.12.2024

Reprint Date / !
Jara: 29.12.2024

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
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CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIH3A

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

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

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mponykr: Haiiz® AkTHBreas (HHMECYIIHIL) Telb JUls HApYKHOTO npumerenid, 1 %, 50 r

Market / Prliok : Russia / Poccust

Batch No. / . V240916 Batch Quantity / . 23530.000units /

|Cepus Ne B Pasmep cepun * 23530.000 equnaun
Analytical Repo‘f‘t No./ . 040002769850 Date of Analysis / . 29.12.2024
AHanuTHYECKHIT oTYeT Ne JlaTa anasinza

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

JaTta npou3BoACTBA I'ogen oo

Mfg. License No. /

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

Analysis performed according ND / Auaaus npogeaen no HJi: JITI-Ne(001336)-(PT-RU)-251022

Page2of 6/ Ctp. 213 6

No/
Ne

Test / Ilokazarenb

Result / PesyabTaT

Specification / Hopma

b) UV spectrophotometry / YO-
criekTpodoTo METPHSI

Complies as prescribed
Co0TBeTCTBYET TpeOOBAHUAM

/

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / Y®-cnektp
MOTJIOUIEHHsT HCMBITYEMOrO  pacTBopa
JOJIKEH UMETh MaKCHMYM IOTJIOLEHHSA
ripu 39745 HM

948.2 caHTumyas

3. | Weight of package contents / 51g/51r According to Rus. Ph. / B cooTBeTcTBUM
Macca coaepREMOro ¢ Tpe6oBanusamu I'® PO
YNAKOBKH

4. | pH 3.25 2.5t04.5/0t12,5 n04,5

5. | Viscosity / BazkocTb 948.2 centipoise / 400 to 1,200 centipoise /

Ot 400 no 1200 cantunyas

6. | Impurities / IIpumecn

IIpumecs D

i. | Impurity C/ Not detected / He oOHapyxeHa Not more than 0.50 % /
[Tpumecs C He 6onee 0,50 %

ii. | Impurity D/ Not detected / He oOHapyxeHa Not more than 0.50 % /
He 6onee 0,50 %

Remarks : The Product conforms to ND/
Ipumeuanme: IIponykr cooTBeTcTBYeT TpeboBanusam H/I

Conclusion : APPROVED /
3axmwuenne: OJOBPEHO

Prepared by /
Ilomrorosaeno: Santosh Kumar

Maurya

Checked by /
ITpoeepeHo: Pardeep Kumar

Qi—r'

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

Amit Kumar L
\:/
_'/xr’

Reprint Date /
Jara: 29.12.2024

Reprint Date /
Hara: 29.12.2024

Reprint Date /
Jara: 29.12.2024

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
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

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

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

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Tpoaykr: Haii3® Aktuprens (HMMeCYUa) resib /Ul HAPYXKHOTO NPUMCHEHHUS, 1%,50r

Market / Poliok : Russia / Poccus

Batch No. / . V240916 Batch Quantity / . 23530.000units /

Cepust No b Pa3mep cepuu * 23530.000 exunu
Analytical RePO}‘t No. / . 040002769850 Date of Analysis / . 29.12.2024
AHanuTHyeCkuii oryet Ne JlaTa ananunsa

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

JaTa npou3BoACTBa Tomen a0

Mfg. License No. /

IIpouspoacTBeHHas : MNB/ 05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
Junen3ust Ne

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

Page3of 6/ Crp.3 136

z.‘? i Test / Iloxa3aTesb Result / PesyabTat Specification / Hopma
iii. | Any other impurity / 0.04% Not more than 0.50 % /
Jlrob6as apyras npuMeck He 6onee 0,50 %
iv. | Total impurities / 0.1% Not more than 1.50 % /
Cymma npumecei He 6onee 1,50 %
7. | Microbial purity* / Mukpo6Hoora4eckas YHcTora™
i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g/
O61ee YKCI0 a3pOOHBIX MUKPO- He 6onee 100 KOE/r
OpraHU3MOB
ii. | Total Combined Yeast and NA Not  more  than 10 CFU/g
mould count / Ob1iee uncno He 6onee 10 KOE/r
JIPOMOKEBBIX U TIECHEBBIX
rpubos
iii. | Pseudomonas aeruginosa NA Should absentin 1 g/
OtcyrcTBHE B 1 T
iv. | Staphylococcus aureus NA Should absentin 1 g/
OtcyterBUe B 1 T
8. | Assay/KouungecTBeHHOE OnIpeeIeHHE

Remarks : The Product conforms to ND/
Ipumeyanue: [ponykt coorsercTByeT TpebGoBanuam HJI

Conclusion : APPROVED /
3axnouenune: OJJOBPEHO

Hara: 29.12.2024

Jata: 29.12.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[oarotoeneno: Santosh Kuma IMposepeno: Pardeep Kumar Ono6peHo: Menemxkep / Pykosoaurens
Maurya %/ Amit Kumar _ v

Qi—’:’ ‘;,"\_-.‘_ - ://
Reprint Date / Reprint Date / Reprint Date /

Jlata: 29.12.2024

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: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Q‘:’

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CEPTUDPUKAT AHAJIM3A

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Npoaykr: Haiiz® Axrusreis (HUMeCynua) refib A1 HapY:KHOTO NpHMeHeHus, 1 %, 50 r

Market / Polnox : Russia / Poccus

Batch No. / . V240916 Batch Quantity / . 23530.000units /

Cepus Ne ) Paszmep cepun * 23530.000 enunuL
Analytical Repovrt No. / . 040002769850 Date of Analysis / . 29.12.2024
AHanuTHYeCcKHi oTUeT Ne JlaTa ananusa

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

JdaTa npousBoicTBa I'ogen no

Mfg. License No. /

IlpousBoacTBeHHAs : MNB/ 05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JIMLEH3HsT Ne

Analysis performed according ND / Auanu3 nposegen mo HJI: JITI-Ne(001336)-(PI'-RU)-251022

Page40f 6/ Crp. 4u3 6

31:1? / Test / Iloka3zareanb Result / Pezyabrar Specification / Hopma
Nimesulide / 9.89 mg/ 9.89 mr 9.0 mg to 11.0 mg of Ci13H12N2OsS
Humecynun (98.9 %) (nimesulide) (90.0% to 110.0% of label

claim) in 1 g of gel /

Or 9,0 MI" 10 11,0 MrI C13H12N205S
(mumecynun) (ot 90,0 % no 110,0 % ot
HOMHHAJILHOTO COiep>kaHua) B 1 I resd

9. | Dimethyl sulfoxide / 100.9 % 90% to 110% of CoHsOS (dimethyl
JAumeTnicyibporenn sulfoxide) of label claim /

Ot 90 % no 110 % C,HsOS
(nuMeTHiICynbQOKCHI) OT
HOMHMHAIBHOTO COJIEPIKaHMA

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 TyOy u3
JTAMMHHPOBAHHOTO AJIFOMHHHS, CHabXXeHHYI0 MeMOpaHOH Ui KOHTpPOJA
nepBoro BCkpbiTHs. Kaxnyro TyOy BMecTe ¢ HHCTPYKLHEH 10 MEAMLIMHCKOMY
NPHUMEHEHHIO TIOMEIAIOT B TI1a4Ky 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.
*TIokasaTelb MOKET OTCYTCTBOBATH B cepTHQHKATE aHAJH3A NpoH3BoAnTe/s. IIponssoauTenn

TapaHTHPYET KAa4eCTBO Npenapara no 3THM MOKA3aTEJIAM.

Remarks : The Product conforms to ND/
Ipameuanue: [Ipogykt cooTBeTcTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toaroroeneno: Santosh Kumar. , Iporepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoaurtesns
Maurya 72) p Amit Kumar 3

Reprint Date / Reprint Date / Reprint Date /

Jlarta: 29.12.2024 Jara: 29.12.2024 Jlara: 29.12.2024

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 Q':"

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 68166 56001-02

www.drreddys.com

CEPTUOPHKAT AHAJIM3A

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

\Hpoayxr: Halis® AxTuBrens (HUMECYJI) FeNlb JUIs HAPYKHOTO NPUMCHEHHN, 1%.50r

Market / Puiiok : Russia / Poccus

Batch No. / . V240916 Batch Quantity / . 23530.000units /

Cepua Ne ) Pasmep cepuu © 23530.000 enuHHUIL
Analytical Repovrt No./ . 040002769850 Date of Analysis / . 20.12.2024
AHannTnyecknii oTyeT No JlaTa ananusa

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

Jarta npousBojacTsa Togen no

Mfg. License No. /

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

Analysis performed according ND / Anaau3 npogegen no HJI: JITI-No(001336)-(PT-RU)-251022

Page50f 6/ CTp. Su3 6

API name (INN) / HaumenoBanue ADC

Nimesulide / Humecynun

Homep cepnu cyécTanunya
npousBoaures I'JID:

(MHH):
API manufacturer batch number / NMS/14100698
Homep cepuu npouspoaurens APC:
FP Manufacturer API Batch number /
FERAO00618

Mpoussoaurenr APC, ctpana:

API Manufactured by & country /

Aarti Drugs Ltd., India /
Aapru Hparc JItn., Uuaus

Release site /

HaumMenoBaHue, ajpec H HOMep
JIMIEH3UH IIOAIKH,
ocyIecTBIAAIOIEH
NPOHN3BOACTBO/KOHTPOID

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

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan (HP) 173205, India (License No MNB/05/263) /
JI-p Pennu’c Jlabopartopuc Jita., Munus,
[TpowmsBoncTeeHHOE noapasaenenue-6, Bunnamk Kxoins,
Hanarapx Poyn, Baaau, Conan Juctpukr, X.I1. 173205,
Hupua (Juuensus Ne MNB/05/263)

kadecTBa/BeInyck LJID /

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/
Hpumeyanme: [IponykT cooTseTcTByeT TpeboBanusm HJL

Conclusion : APPROVED /
Bakmwuenune: OJOBPEHO

Prepared by / Checked by /
IMoarorosneHo: Santosh Kumar

Maurya %
=l —

ITpoeepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoauTens
Amit Kumar A

Reprint Date / Reprint Date /
Hara: 29.12.2024 Jara: 29.12.2024

Reprint Date /
Hara: 29.12.2024

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
’ °Q® Vill. Khol, Nalagarh Road, Baddi
Dr. Reddy S N Distt. Sofan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Nponykr: Haiis® AkTHBrens (HUMECYIH/) TeNb AMA HapyXHOro npuMeHeHna, 1%, 50 r

Market / PoiHok : Russia / Poccus

Batch No. / . V240916 Batch Quantity / . 23530.000units /

Cepus Ne ) Pasmep cepum ° 23530.000 equHUL
Analytical Report No./ . 040002769850 Date of Analysis / . 29.12.2024
Axanurudeckuii oTuer Ne JlaTa anaau3a

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

JaTa npousBoacTBA Togen qo

Mfg. License No. /

IIpouspoacTBeHHast : MNB/ 05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JuueH3ust Ne

Analysis performed according ND / Auanus nposeaed mo HJI: JITI-Ne(001336)-(PT'-RU)-251022
Page 6 of 6 / CTp. 6 13 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».

3ak0YeHHe 0 co0TBeTCTBHH: «HacTosmmm s IOATBEPIKAA0, YTO IpHBEICHHAs Bbllle HHGOpMALHs SBIAECTCS
JOCTOBEPHOM M TOYHOM. DTa CepHs MPOAYKIUH HpOU3BejeHa (BKIIIOYAs YyIAKOBKY (MapKHPOBKY) M KOHTPOJIb
KayecTBa) Ha BBIIIEYKAa3aHHOW TPOM3BOJCTBEHHOHW IUTOIMIafKe (IUIOINAAKaX) B IIOJHOM COOTBETCTBHH C
TpeboBanusamu [IpaBun HajuIexKaIel TPOU3BOICTBEHHON PaKTUKU EBpasuiickoro 3KoHOMHYECKOro coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents16ps 2022) u TpeOOBaHUSMH KOHTPOIA KayeCTBa JIEKAPCTBEHHBIX
CPEICTB, a TAK)XE B COOTBETCTBHHU CO CIIEIU(PUKAIUAMHU, COAEPKAIMMMHUCA B PETUCTPALIMOHHOM JOCHE CTPaHBI-
UMIIOpTEPA. 3alHCH TO MPOM3BOCTBY, YIAKOBKE M aHANU3y IIPOBEPEHBI, M YCTAHOBJIEHO HMX COOTBETCTBHE
tpe6oBauuaM IIpaBr Hagexalne# Mpon3BOACTBEHHOHN MPaKTUKK EBpa3sHiiCKOT0 5KOHOMHYECKOTO COFO3a.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: Ipoaykt coorBeTcTBYET TpeboBanusam HJI 3akmouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Noaroroeneno: Santosh Kumar [Iporepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoaurens
Maurya //‘éiL f Amit Kumar

Reprint Date / Reprint Date / Reprint Date / i

Jara: 29.12.2024 Jara: 29.12.2024 Hara: 29.12.2024

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: L85195AP1984PLC004507
www.drreddys.com




