Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Dr. Reddy’s Laboratories [td.
Formulaticn 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
Iponykr: Haiiz® AxtuBrens (HUMECYIMI) Ieib Al HapY)KHOTO MpuMeHeHus, 1 %, 50T

Market / Poinok : Russia / Poccus

Batch No. / . V240613 Batch Quantity / . 23529 units /

Cepusa Ne i Pasmep cepuu 23529 enunnn
Analytical Repovrt No./ . 040002629043 Date of Analysis / . 24.08.2024
Ananurnyeckuii oTuer Ne JlaTa ananu3a

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

JaTa npousBoacTBa Toxen o

Mifg. License No. /

IIpouspoacTBeHHAsA : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
AHUeH3Hs Ne

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

Pagelof 6/ Crp. 1n3 6

"No/

Test / ITokazareanb
Ne

Result / PesyabTar

Specification / Hopma

1. Description / Onucanue

Homogeneous, transparent, pale-
yellow gel with characteristic odor /
OpHOpOoAHBIA MpPO3payHbBld  refb
61eHO-KENTOrO uBeTa c
XapaKTepPHbBIM 3a11aX0M

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor /
OmHopoAHBId HpPO3payHBIA Telb  OT
fecLBETHOro A0 OJIEHO-KENTOTO LIBETA
C XapaKTEPHBIM 3aI1aXOM

2. Identification / UnenTndukanns

a) HPLC / BDXKX

Complies as prescribed /
CooTBeTcTBYET TpeHOBaHUAM

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 ynepuBaHHs
OCHOBHOTO MHMKAa Ha XpOMAaTorpaMmme

HUCIBITYEMOTO  pacTBopa  JOJDKHO
COOTBETCTBOBATh BpPEMEHHU
YAEP)KUBaHM OCHOBHOTO IIMKa Ha
XpoMarorpaMmme pacTBopa
craHmaptHoro ofbpasua HHMeCYJIMJA
(paznen «KonugecTBeHHOE
oTpeJieIeHUE»)

Remarks : The Product conforms to ND/

Ipumeuanue: [IpogykT coorBeTcTBYeT TpeboBanusm HJI

Conclusion : APPROVED /
3akmwuyenue: OJOBPEHO

Prepared by /
IToarorosneHo: Santosh Kumai

Maurya Lo

Checked by /
[MpoeepeHo: Pardeep Kumar

——

Approved by: Manager/Executive /

Ono6peno: Menemxkep / Pykopoanrens
Manoj Kumar }J_Zfl
U =

Reprint Date /
Hara: 24.08.2024

Reprint Date /
Hara: 24.08.2024

Reprint Date /
Jlara: 24.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Rills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreadys.com

CIN: L85195AP1584PLC004507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUP®UKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddj,
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
Ipoaykr: Haii3® AkTUBreNnb (HUIMECYIHM) Teflb It HAPYKHOTO NPUMEHEHHA, 1%,50r

Market / PelHoK : Russia / Poccus

Batch No. / . Batch Quantity / . 23529 units /

Cepusi Ne § VZH0D Pa3mep cepum " 23529 epuHUL
Analytical Repovrt No./ . 040002629043 Date of Analysis / . 24.08.2024
AHajguTn4yeckuii oTuer Ne JaTta aHajin3a

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

JaTa npou3Bo/CTBA Topen no

Mfg. License No. /

IIpousBoacTBEeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
Junen3us Ne

Analysis performed according ND / Auanu3 nposeges no HJI: JITT-Ne(001336)-(PI'-RU)-251022

Page2 of 6/ CTp. 2 13 6

b) UV_spect}ophotometry / V-
cnekTpodoTo MeTpus

Complies as prescribed
CooTBeTCTBYET TpeOOBAHUAM

/

UV absorption spectrum of the test
solution should have absorption
maximum at 3975 nm / Y®-cnekrp
TOTJIONIEHHST HCTIBITYEMOrO  pacTBopa
JIOJKEH HMETh MaKCUMYM IOTJIOIIEHUS
ripu 397+5 HM

3. | Weight of package contents / 51g/S5lr According to Rus. Ph. / B cooTBercTBUH
Macca coaepxUMOTo ¢ Tpeboanusamu I'O PO
YIAKOBKH

4. | pH 3.27 2.5t04.5/012,5 04,5
Viscosity / Bazkocts 973.2 centipoise / 400 to 1,200 centipoise /

973.2 caHTHmya3s

Ot 400 mo 1200 canTumnyas

6. | Impurities / IIpumMecn

i. | Impurity C/ Not detected / He 06HapyKeHa Not more than 0.50 % /
IMpumecs C He 6onee 0,50 %

ii. | Impurity D/ Not detected / He ob6Hapyxena Not more than 0.50 % /
[Mpumecs D He 6onee 0,50 %

iii. | Any other impurity / Not more than 0.50 % /

Jio6as mpyras npuMech

Below LOQ (LOQ = 0.03 %) / Hike
npeacina KOJIMYCCTBCHHOI'O ONPEACIICHUSA
(TIKO = 0.03 %)

He 60nee 0,50 %

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykr coorBercTByeT Tpebosanusm HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioaroroeneno: Santosh Kumar [Mposepeno: Pardeep Kumar Ono6peno: Menemkep / Pykosogutess
Maurya G f Manoj Kumar }Jﬁgﬁ‘i‘f
Reprint Date / Reprint Date / Reprint Date /

Jlata: 24.08.2024 Jarta: 24.08.2024 Hara: 24.08.2024

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: L85195AP1584PLCO04507

www.drreddys.com




Dr.Reddy’s “5.’

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Dr. Reddy’s Laboratories |[td.
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
Mpoaykr: Haiiz® AkTuBrens (HUMECYIMA) relb A1 HAPYKHOro mpumMenenus, 1 %, 50 r

Market / PplHok : Russia / Poccus

Batch No. / . V240613 Batch Quantity / . 23529 units /

Cepus Ne ) Pa3mep cepuu ° 23529 eguHnn
Analytical Repovrt No./ . 040002629043 Date of Analysis / . 24.08.2024
AHanuTHYeCKHi 0T4yeT Ne Harta anasiusa

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

JaTa npou3BoaCTBA Toxen no

Mifg. License No. /

IIpouszBoacTBeHHas : MNNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
Juuensus Ne

Analysis performed according ND / Ananus nposenen no HJ: JIIT-Ne(001336)-(PT"-RU)-251022

Page4 of 6/ Crp. 4 u3 6

Nimesulide /
Humecynun

9.93 mg/9.93 mr
(99.3 %)

9.0 mgto 11.0 mg of Ci3Hi12N2058
(nimesulide) (90.0% to 110.0% of label
claim) in 1 gof gel /

Ot 9,0 MI" OO 11,0 mr Ci13Hi2N2OsS
(aumecymun) (ot 90,0 % no 110,0 % ot
HOMMHAJILHOTO COZIep>kaHus) B 1 r rend

9. |Dimethyl sulfoxide /
JduMeTHincynbporcna

98.7 %

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

Ot 90 % 1o 110 % CHsOS
(mumeTnicynsthoKcHa) oT
HOMHHAJIBHOTO CO/IEPKaHUs

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
JIAMMHHMPOBAHHOTO AJIIOMHHUA, CHAabXEHHYI0 MeMOpaHOH Uil KOHTPOJIA
nepsoro BekpsiTust. Kaxayio TyOy BMeCTe ¢ MHCTPYKUMEH MO MEAHUHUHCKOMY
NPHMEHEHHIO OMELIAIOT B Ma4Ky 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.

*[TokazaTesih MOKET OTCYTCTBOBATH B cepTHQHKATe aHaIH3a nponspoauTens. [Ipoussoaurens
rapaHTHpyeT Ka4ecTBO NpenapaTa o 3THM MOKAa3aTe/IsiM.

Remarks : The Product conforms to ND/
IIpumeuanme: [IponykT cooTBeTcTBYET TpeboBanusam HJ

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by /
IToarororneno: Santosh Kum
Maurya a

e—

Checked by /
INporepeno: Pardeep Kumar

L —

Approved by: Manager/Executive /

OnobpeHo: Menemxkep / PykoBoautens
Manoj Kumar ) y
‘)h’h ('Lt i

Reprint Date /
Jara: 24.08.2024

Reprint Date /
Jara: 24.08.2024

Reprint Date /
Jara: 24.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mait@drreddys.com

CIN: L85195AP1584PLCO04597
www.drreddys.com




Dr.Reddy’s Q‘:’

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A

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

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

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr: Haii3® AxkTHBres b (HUIMECYIHA) Ieflb U1 HAPYXKHOTO NpuMeHeHus, 1 %, 50r

Market / Pulnok

: Russia / Poccus

Batch No. / . V240613 Batch Quantity / . 23529 units /

Cepus Ne ) Pasmep cepuu 23529 enunun
Analytical Repoj‘t No. / . 040002629043 Date of Analysis / . 24.08.2024
AHanuTHueckuii oTyer No JlaTa anajim3a

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

JlaTa npon3BoaCTBA I'ogen o

Mfg. License No. /

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

Analysis performed according ND / Anasins npoBegen no HJI: JITI-Ne(001336)-(PI"™-RU)-251022

iv. | Total impurities /

CyMma npumeceit

Below LOQ / Huxe npenena
KOJIUYECTBEHHOTO OIPENEIEHHU

Page3 of 6/ Ctp. 313 6

Not more than 1.50 % /
He 6onee 1,50 %

7. | Microbial purity* / Mukpo6uosiorndeckas 4acToTa®

1. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
O61uee Yrcno a3poOHBIX MAKPO- He 6onee 100 KOE/r
OpraHU3MOB
ii. | Total Combined Yeast and NA Not  more  than 10 CFU/g
mould count / Obiee yucio He 6onee 10 KOE/r
IPOMOKEBBIX M IUIECHEBBIX
rpubos
iii. | Pseudomonas aeruginosa NA Should absentin 1 g/
OtcyrctBHe B 1 T
iv. | Staphylococcus aureus NA Should absent in 1 g/

OtcytcrBue B 1 1

8. | Assay/KonndecTBenHoe onpefejieHne

Remarks : The Product conforms to ND/

Ilpumeuanne: IIpogyKT cooTBeTcTBYeT TpeboBanuam H/I

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /
IMoarorosaeHo: Santosh Kumar

Maurya
Ty p/ S

Checked by /
IMposepeno: Pardeep Kumar

el

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosongresb
Manoj Kumar il X’

/
1323 1:1 _(;E__F

Reprint Date /
Hara: 24.08.2024

Reprint Date /
Hata: 24.08.2024

Reprint Date /
Jara: 24.08.2024

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: L85195AP1584PLC0O04507
www.drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

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

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

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Iponyxr: Haii3® Axrusreas (HUMECYIHI) refb JUIS HAPYKHOTO npuMeHeHus, 1 %, 50 r

Market / Pritok : Russia / Poccus

Batch No. / . V240613 Batch Quantity / . 23529 units /

Cepus Ne ) Pasmep cepun 23529 enyHULL
Analytical Repoz‘t No. / . 040002629043 Date of Analysis / . 24.08.2024
AHanuTuuyeckuii oTyer Ne JlaTa aHanu3a

Date of Manufacture / . 08/2024 Date of Ex;\nry/ . 072026

JaTa npou3BOACTBA T'ooen ao

Mfg. License No. /

IIpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI"-RU)
JunueH3nsa Ne

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

PageSof 6/ Crp. 513 6

| API name (INN) / HaumenoBanne ADC

Nimesulide / Humecynun

npoussoauTesa I'JIP:

(MHH):

API manufacturer batch number / NMS/14050321
Homep cepuu npounspoautesss ADC:

FP Manufacturer API Batch number /

Howmep cepun cyGcTanuu FERA00365

API Manufactured by & country /
IIpouszsoantear APC, crpana:

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

Release site /

JIMIEeH3HH ILTOIAAKH,
OCyILIeCTBASIIOIIEH

NPOH3BOACTBO/KOHTPOIB
KaudecTBa/Bpinyck I'JI® /

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

HaHMeHOBaHHe, aapec 1 HOMEP

J-p Peanu

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan (HP) 173205, India (License No MNB/05/263) /
’¢ Jlaboparopuc Jltn., Unaus,
[MpouseoacTBeHHOE moapazaenenue-6, Bumnamk Kxors,
Hanarapx Poyn, Bagnu, Conan Juctpukr, X.I1. 173205,

HWunua (JIuuensns 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

Remarks : The Product conforms to ND/
Ipumeuanne: [Iponykr cootBercTByeT TpeboBanusm HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IMoaroroeneno: Santosh Kumar
Maurya

e

L

Checked by /
IpoeepeHo: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / Pykosogutens
Manoj Kumar ) ?’

,J-), (e

Reprint Date /
Jara: 24.08.2024

Reprint Date /
Jara: 24.08.2024

Reprint Date /
Iata: 24.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreadys.com

CIM: L85195AP1984PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories Lid.

D R dd , ‘...c Formulation Unit-6
Vill. Khol, Nalagarh Road, Badd;,
r.ne y ) L4 Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

www.drreddys.com

CEPTUDUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoaykr: Haiis® AxTuBrens (HUMECYJHI) renb A HapyKHOro npuMerenns, 1 %, 50 r |

Market / Polnokx : Russia / Poccns

Batch No. / . V240613 Batch Quantity / . 23529 units /

Cepus No Pasmep cepun 23529 enuHuL
Analytical Repo:‘t No. / . 040002629043 Date of Analysis / . 24.08.2024
AHanMTHYECKHI oTyeT Ne Jara anannsa

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

JaTa nponsBoacTBa I'ogeH no

Mfg. License No. /

IIpouspoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JiuueH3ust Ne

Analysis performed according ND / Auasuns nposeaed no HI: JIIT-Ne(001336)-(PI'-RU)-251022
Page 6 of 6 / CTp. 6 13 6

testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian Economic
Union is established».

3aK.0ueHHe 0 COOTBeTCcTBHM: «HacToAIuM 5 IOATBEPIKIAI0, YTO NIPUBEACHHAS BbIlIe HHGOPMALUS ABIIACTCA
JOCTOBEPHOM H TOYHOM. DTa cepHs NMPOLYKLHM HpPOM3Be/ieHa (BKIIOYAs YNAaKOBKY (MapKHpPOBKY) M KOHTpPOJb
Ka4yecTBa) Ha BHIIEYKa3aHHOM ITPOW3BOJCTBCHHON IUMOIagKke (IUIOMIaAKax) B IIOMHOM COOTBETCTBHU C
TpeboBanMaMH [IpaBun HajIexamiel IPOU3BOICTBEHHON NIPaKTHKH EBpa3sHACKOro 3KOHOMHYECKOTo coro3a (No
GMP/EAEU/RU/00554-2022 ot 02 centsa6ps 2022) u TpeOOBaHUAMH KOHTPOJA Ka4deCTBA JICKAPCTBCHHBIX
CPEJICTB, a TAKXKe B COOTBETCTBHH CO CHeIH(PUKALUAME, COAECPKAIMMUMHUCI B PETMCTPAIIMOHHOM JIOCBE CTPAHEI-
AMIOpTepa. 3allicH 10 TPOM3BOACTBY, YHAaKOBKE W aHAIK3Y IIPOBEPEHBI, H YCTAaHOBJIEHO HX COOTBETCTBUEC
Tpe6GoBanuamM [IpaBun HaaIexamei Ipou3BOJCTBEHHON NPaKTHKK EBPasHHACKOro 3KOHOMHYECKOT0 COF03a).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: ITpoaykrt coorBeTcTBYeT Tpeboanusam HJI 3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IoarororieHo: Santosh Kumar, ITporepeno: Pardeep Kumar Ono6peno: Menemkep / PyKosoguTessb
Maurya @_’ C_:{ — Manoj Kumar h@,
Reprint Date / Reprint Date / Reprint Date /

Jata: 24.08.2024 IMata: 24.08.2024 Hara: 24.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1584PLC004507
www.drreddys.com



