Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

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

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

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
TpoaykT: Hait3® AkTHBrenb (HAMECYNIH) refb JUIS HapyKHOTO npuMeHenns, 1 %, 50 r

Market / PoiHok : Russia / Poccus

Batch No. / . V240934 Batch Quantity / . 23530.000units /

Cepus Ne ) Pasmep cepuu * 23530.000 eguHul
Analytical Report No./ . 040002773847 Da.t_e of Analysis / . 29.12.2024
AHamuTHuyecknii ordyer No Jdara aHanu3za

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

JlaTa npou3BoACTBA T'ogeH no

Mfg. License No. /

IIpousBoacTBeHHast : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
auueH3us Ne

Analysis performed according ND / Ananu3 nposeaen mo HJI: JITI-Ne(001336)-(PI'-RU)-251022

Page 1 of 6/ Ctp. 1 u3 6

;I.‘? ! Test / Iloxa3arennb Result / PesyabTat Specification / Hopma
1. Description / Omucanne Homogeneous, transparent, pale- | Homogeneous, transparent, colorless to

yellow gel with characteristic odor /
OmHOpOOHBIA MpPO3pauHblil  renb
6J1e IHO-XKEITOro BeTa c
XapaKkTepPHBIM 3araxoM

pale-yellow gel with characteristic odor /
OpHOpOOHBIH IPO3pauHbIA reib  OT
GecuBeTHOro 10 01eIHO-KENTOro LIBETa
C XapaKTepPHBIM 3ar1axoM

2. Identification / UnesTuduxanus

a) HPLC / BOXKX

Complies as prescribed /
CoO0TBETCTBYET TPeGOBAaHUAM

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 ynepxuBaHus
OCHOBHOTO TMHKa Ha XpOMaTOrpaMMe

HCTIBITYEMOTO pacTBopa  JIOJDKHO
COOTBETCTBOBATh BpPEMEHH
yIEp)KUBaHUs OCHOBHOIO INHKa Ha
XpoMarorpamme pacTBopa
craHmaptHoro ofpasna HHMeCyJIMaa
(paznen «KonuuecTreHHOE
ornpeieIeHHE»)

Remarks : The Product conforms to ND/
Ilpumeuanne: [IponykT cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /

IMoarorosneHo: Santosh Kuma;ﬁ)k
L~

Maurya

Checked by /
Ipoeepeno: Pardeep Kumar

s

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBonurens
Amit Kumar ; e

Reprint Date /
Jara: 29.12.2024

Reprint Date /
Hara: 29.12.2024

Reprint Date /
Jara: 29.12.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india

Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email
CIN: L85135AP1984PLCO04507
www.crreddys.com

: maii@drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJTM3A

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

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

IProduct : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Opoaykr: Haii3® AkTuBrens (HUIMECYIHIL) Feb [UTA HAPYAHOrO NPAMEHEHS, 1%.50r

Market / Prinox : Russia / Poccus

Batch No. / . V240034 Batch Quantity / ~23530.000units /

Cepus No ' Pasmep cepun * 23530.000 equann

Analytical Repo:‘t No. / . 040002773847 Date of Analysis / . 29.12.2024

AHAJHTHYECKHH OTUeT No JlaTa anann3za

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

JaTa npousBoacTBa I'open o

Mfg. License No. /

IIpouspoacTBeHHAsA : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JnneH3us Ne -

Analysis performed according ND / Anaaus nposegen mo HJI: JITT-Ne(001336)-(PT-RU)-251022

Page2 of 6/ Crp. 2 u3 6

No/

Test / IlokazaTennb
Ne

Result / PesyabTar

Specification / Hopma

crexTpodoTo MeTpUsL

b) UV spectrophotometry / Y®-

Complies as prescribed
CooTBeTcTBYET TpeOOBAHUAM

/

UV absorption spectrum of the test
solution should have absorption
maximum at 3975 nm / Y®-criektp
MOMJIOLIEHHs HCIIBITYEeMOr0  pacTBOpa
JIOJPKEH UMETh MAKCUMYM TIOTJIOLIEHHS
npy 397+5 HM

3. | Weight of package contents / 51g/51lr According to Rus. Ph. / B cooTBeTcTBUH
Macca coiep:KHMOr0 ¢ TpeboBanusmu 'O PO
YIOAKOBKH

4. | pH 3.31 2.5t04.5/012,5 04,5

5. | Viscosity / BaskocTb

985.9 centipoise /
985.9 canTumyas

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

6. | Impurities / Ilpumechn

i. | Impurity C/
ITpumecs C

Not detected / ne obHapyxeHa

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

ii. | Impurity D/
IIpumecs D

Not detected / He oOHapy>keHa

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

Remarks : The Product conforms to ND/
Ipumeuanne: ITpoaykt cootBeTcTBYeT Tpebopanusam HJ|

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by /

IMoarorosneno: Santosh Kumar
Maurya

Checked by /

[Tpoepeno: Pardeep Kumar

={—

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoautenb
Amit Kumar \ L

i

Reprint Date /
Hara: 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: maii@drraddys.com
CIN: LB5195AP1984PLCO04507

www.drreddys.com
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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 98166 56001-02

www.drreddys.com

CEPTUO®UKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IpoaykT: Haii3® AkTHBres (HUMECYTHA) refb JIs HAPYAHOIO npiveretig, 1%, 50 r

Market / PoiHoK : Russia / Poccus

Batch No. / . V240934 Batch Quantity / . 23530.000units /

Cepus Ne ) Pasmep cepun * 23530.000 equnuy
Analytical Repovrt No./ . 040002773847 Date of Analysis / . 29.12.2024
AHAHTHYECKHI 0THeT Ne JaTa ananusa

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

JaTta npou3BoacTBa Toaex no

Mfg. License No. /

IIpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT'-RU)
JnuueH3uns Ne

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

Page3 of 6/ Ctp. 313 6

i‘? ; Test / lloxazaTesb Result / PesyasTat Specification / Hopma
iii. | Any other impurity / 0.03% Not more than 0.50 % /

Jlio6as apyras npuMmech He 6onee 0,50 %
iv. | Total impurities / 0.1% Not more than 1.50 % /

Cymma npumecei

He 6omnee 1,50 %

7. | Microbial purity* / Mukpo6uoJsioruueckas 4ucTora*

i. | Total Aerobic Microbial Count /
O6uiee yncia0 a3pOOHBIX MUKPO-
OpraHM3MOB

Less than 10 CFU/g/
Mernee 10 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Total Combined Yeast and
mould count / Ob1ee uuciio
JPOMOKEBBIX U MNIECHEBBIX
rpuboB

i,
ili. | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

Less than 10 CFU/g/
Memnee 10 KOE/r

Absentin 1 g/
OrcyrcTByeTrB 1 T

Absentin 1 g/
OtcytcTtByeTB 1 1

Not more than 10 CFU/g

He 6omnee 10 KOE/r

Should absentin 1 g/
OtcyrcTBUe B 1l 1

Should absent in 1 g/
OtcyrcrBue B 1 1T

8. | Assay/KoanyecTBeHHOe onpeneaeHHe

Remarks : The Product conforms to ND/
IIpumeuanue: [Tpoaykt cooreTcTBYeT Tpebosanuam HJI

Conclusion : APPROVED /
3akmouenne: OJOEPEHO

Prepared by /

IMoaroroeneno: Santosh Kumar,
Maurya

Checked by /
IpoeepeHo: Pardeep Kumar

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

Amit Kumar \ S
l-'_' —/

Reprint Date /
Hara: 29.12.2024

Reprint Date /
Jlara: 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 4C 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHPHKAT AHAJIU3A

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

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

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoaykr: Haiis® Akrusrens (HUMECYUN) Fefb 1JTs HAPYHKHOTO MPUMEHEHUS, 1%,50r

JauueHnsust Ne

Market / Peinok : Russia / Poccus

Batch No. / . V240934 Batch Quantity / . 23530.000units /

Cepus Ne ) Pasmep cepun * 23530.000 expHUL
Analytical Repourt No. / . 040002773847 Da‘tle of Analysis / . 29.12.2024
AHaJNTHYeCKH#A oT4HeT No Jara aHaam3a

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

JlaTa npon3BoAcTBa Ionen o

Mfg. License No. /

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

Analysis performed according ND / Ananus nposesen no HJL: JITI-Ne(001336)-(PI'-RU)-251022

Page 4 of 6/ Ctp. 4 u3 6

No/
Ne

Test / IlokazaTenn

Result / PesynabTar

Specification / Hopma

Nimesulide /
Humecynun

9.84 mg / 9.84 mr
(98.4 %)

9.0 mg to 11.0 mg of C13H2N20sS
(nimesulide) (90.0% to 110.0% of label
claim)in 1 g of gel /

Ot 9,0 mr o 11,0 Mr Ci3H12N20OsS
(uumecynun) (ot 90,0 % 10 110,0 % or
HOMMHAJILHOTIO coaepkanus) B 1 r reng

Dimethyl sulfoxide /
Jdumernincyan@porcn

102.7 %

90% to 110% of C2HsOS (dimethyl
sulfoxide) of label claim /

Ot 90 % mo 110 % C2HsOS
(aumeTuncynsdokcua) or
HOMMHAJIBHOTO COAEPKAHMSA

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. / Ilo 50 r B Tyby u3
JTAMUHHPOBAHHOIO AJIFOMHHHS, CHabXEHHYI0 MeMOpaHOM Ui KOHTPOJ
nepBoro BekpbiThs. Kaxkayro Ty0y BMecTe ¢ MHCTPYKLMEH N0 MEAHLMHCKOMY
NPHUMEHEHHIO IOMEMIAIOT 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.

*TJoka3aTeJb MOKeT OTCYTCTBOBATH B cepTH(HKATe aHAIN32 NpoussoauTens. [IponspoauTelin
rapasTHpyeT Ka4ecTBO Npenapara o 3THM MOKA3ATeIsAM.

Remarks : The Product conforms to ND/
Ipumeuanue: [Tpoaykr coorBercTBYeT Tpebosanuam HJI

Conclusion : APPROVED /
Zakawuenne: OJOBPEHO

Prepared by /
[MoarororneHo: Santosh Kuma
Maurya

I

A

Checked by /
ITporepeno: Pardeep Kumar

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

Amit Kumar C
(X(‘ %

Reprint Date /
Hara: 29.12.2024

Reprint Date /
Hara: 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 2500, Fax: +91 40 4900 2999, Email: maii@drraddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

CEPTUOHKAT AHAJTH3A

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

IpoaykTr: Haii3® AKTUBreNb (HUMECYNNA) reflb A1 HapyxHoro npumenerng, 1 %, 50 T

Market / Prinok : Russia / Poccus

Batch No. / . V240034 Batch Quantity / . 23530.000units /

Cepns Ne i Pa3smep cepun © 23530.000 eguHUL
Analytical Report No./ . 040002773847 Date of Analysis / . 29.12.2024
AHaJauTHyecKuii oTueT Ne Hara aHa/ju3a

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

JaTta npousBoacTBa I'open go

Mfg. License No. /

IIpouszBoacTBeHHAsN : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JiHueH3ust Ne

Analysis performed according ND / Ananu3s nposeaen mo HJI: JITT-Ne(001336)-(PI'-RU)-251022

Page50f 6/ Ctp. 5u3 6

API name (INN) / Hanmenopanue A®C
(MHH):

Nimesulide / Humecynuzg

API manufacturer batch number /
Homep cepuu npoussoautenna ADC:

NMS/14100699

FP Manufacturer API Batch number /
Homep cepun cy6cTaHIHHA
npoussogurens I'J1D:

FERA00619

API Manufactured by & country /
IIpouszsoautenn APC, crpana:

Aarti Drugs Ltd., India /
Aaptu Jparc JIta., Uuaus

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

HaumenosaHue, agpec ¥ HOMep
JHIEH3HM IIONIATKH,
ocylecTBIAIOM e
NpOH3BOACTBO/KOHTPOJIb

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan (HP) 173205, India (License No MNB/05/263) /
I-p Pennu’c Jlaboparopuc Jlta., Uanus,
[pousBoacTBeHHOe NoapaszaeneHue-6, Bumnamx Kxonb,
Hanarapx Poyn, bannu, Conan ducrpukr, X.I1. 173205,
Hupnus (JIunensus Ne MNB/05/263)

kauecTBa/BpInyck I'JID /

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/
IMpumeuanue: [Tponykt coorBercTBYeT TpeboBaHuam HJI

Conclusion : APPROVED /
Zaxarwuenne: OJOBPEHO

Prepared by / Checked by /
IToaroroeneno: Santosh Kumar

IIposepeno: Pardeep Kumar

Maurya @’/ C}L/{J

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykosoaurenb
Amit Kumar i

N o e

Reprint Date /
Harta: 29.12.2024

Reprint Date /
Jara: 29.12.2024

Reprint Date / '
Jlarta: 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 4500 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr. Reddy's Laboratories Ltd.
De Formulation Unit-6
Dr. Reddy’s ... Vill. Khol, Nalagarh Road, Baddi,
. Distt. Sofan, H.P., 173 205, IND}A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mponykr: Haiis® AKTHBrens (HHMECy/ i) redb Ois Hapy#Horo npuMenenns, 1 %, 50 r

Market / Prinok : Russia / Poccus

Batch No. / . V240934 Batch Quantity / . 23530.000units /

Cepus Ne ) ] Pazmep cepuu * 23530.000 enuHuL
Analytical Repovrt No./ . 040002773847 Date of Analysis / . 29.12.2024
AHaauTHYeckuii oT4eT Ne JaTa ananusa

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

HJata npousBoacTBa T'oaen mo

Mfg. License No. /

IMpouzBoacTBeHHAR : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI"-RU)
JuLeH3nst Ne

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

Page 6 of 6/ C1p. 6 M3 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/II049eHHE 0 COOTBETCTBHM: «HacToSIIUM 51 OATBEPXKIAIO, YTO MPUBEACHHAS Bblllle HHYOPMALUS SBILIETCA
JIOCTOBEPHOM M TOYHOM. DTa CepHsl MPOMYKIMH IPOM3BeAeHa (BKIIOYas YyHAKOBKY (MapKAPOBKY) M KOHTPOJIb
KAa4yecTBa) Ha BBINIEYKA3aHHOW IPOM3BOJCTBCHHON IUIOMAJKe (IUIOIIAAKax) B IIOJHOM COOTBETCTBHU C
TpeboBanusaMu [IpaBui Hajexanieil TPOU3BOACTBEHHON MPaKTHKU EBpa3suilckoro 3k0HOMHUYECKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsa6ps 2022) u TpeOOBaHHAMHU KOHTPOJII KayeCcTBa JIEKAPCTBEHHBIX
CPEACTB, a TAKXKE B COOTBETCTBHMU CO CHEIM(UKAIUAMM, COAEPKALIMMHUCI B PETUCTPAITHOHHOM NOCHE CTPAHBI-
HUMIIOPTEPA. 3allUCH MO HPOHU3BOJACTBY, YIAKOBKE M aHANM3y IIPOBEPEHBI, H YCTAaHOBIEHO HMX COOTBETCTBUE
TpeGoBanusm [IpaBun Haanexalneil NPON3BOACTBEHHOH NpakTHKX EBpasuiicKoro 5SKOHOMHYECKOTIO COk03ay.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuyanne: [Tpoaykt coorBeTcTBYeT Tpeboanusm HJJ 3axkmouenne; OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[NoarororneHo: Santosh Kumar) Iporepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoautens
Maurya % Amit Kumar NS

= Q{)(, ) /:5/ —
Reprint Date / Reprint Date / Reprint Date /
Hara: 29.12.2024 Hara: 29.12.2024 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 4C 4900 2999, Email: maii@drreddys.com
CIN: L85135AP1984PLC0O04507
www.drreddys.com




