Dr.Reddy’s ‘,’:"

CERTIFICATE OF ANALYSIS

CEPTUOUKAT 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
Ipoayxr: Haiis® AxTuBress (HUMECYTHA) relb Aiis HAPYAHOTO NPHMEHEHHH, 1

Yo,

50r

Market / Poidok : Russia / Poccus

Batch No. / © V230894 Batch Quantity / . 23247.00 units /

Cepus Ne ) Pazmep cepun " 23247.00 equHun
Analytical Repovrt No./ © 040002289240 Date of Analysis / . 29.11.2023
AHaJauTHYecKHii oTuer Ne Jata ananusa

Date of Manufacture / . 11/2023 Date of Expiry / . 10/2025

JaTa npouszsoncTea I'onen no

Mfg. License No. /

IpousBoacTBeHHas : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JHuensns No

JITI-No(001336)-(PI'-RU) o 25.10.2022

Analysis performed according ND / Ananus nposenen no HJI: JIII-Ne(001336)-(PT'-RU) dt. 25.10.2022 /

Page10(6/Crp.1u36

No/

Ne Test / IToxazarean

Result / PesyasTar

Specification / Hopma

1. [ Description / Onucanune

Homogeneous, transparent, pale-
yellow gel with characteristic odor
/ OnHOPOAHKII NPO3paUuHEKIii ek
OJ1eAHO-XKENTOro LBeTa C
XapaKTepHBIM 3aMaxoM

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor /
OnHOpOAHBIH MPO3payHblii  reib  OT
6GecLIBETHOrO 10 GJ1EIHO-XKEITOr0 LIBETA
C XapaKTEPHBIM 3araxoM

2. Identification / Unenruduxauns

A)HPT.C / RAKX

Complies as prescribed
CooTBeTrcTByeT TpeGOBaHHUAM

!

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
OCHOBHOIO NMKa Ha XpoOMaTorpamMe

HCIIBITYEMOIO  pacTBOpa  JOJDKHO
COOTBETCTBOBATH BpPEMEHH
YVIAEpXHBaHHS OCHOBHOTO TNHMKa Ha
XpoMaTtorpamme pacTBOpa
CTaHIapTHOro obpaslia HHMeCYIMaa
(pazmen «KonnuecTBeHHOE
olpeacIeHue»)

Remarks : The Product conforms to ND/

Ipumeuanne: [Ipoaykr coorsercTByeT Tpebopanusam HJT

Conclusion : APPROVED /
3axmrouenne: OJJOGPEHO

Prepared by / 1 Checked by / Approved by: Manager/Executive /
INoaroroeneno: Pravesh Rana & ITposepeno: Santosl Kumar Onobpeno: Menemxep / PykoBourens
Maurya ¥\ Manoj Kumar @J‘
J- el
Reprint Date / Reprint Date / Reprint Date /
Jara: 29.11.2023 Hata: 29.11.2023 Hara: 29.11.2023

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
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CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT 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
IMpoaykt: Haii3® AxTuBrens (HAMECYINN) renb Al HAPYXKHOTO NprMenerns, 1 %, 50 r

Market / PeiHok : Russia / Poccus

Batch No. / . V230894 Batch Quantity / . 23247.00 units /

Cepus Ne ) Pazmep cepun " 23247.00 ennHUILL
Analytical Repourt No./ © 040002289240 Date of Analysis / . 29.11.2023
AHajuTHyecKuii oTyer Ne JaTa aHanuza

Date of Manufacture / . 11/2023 Date of Expiry / . 10/2025

JlaTa mpoM3BOACTBA I'oneH no

Mfg. License No. /

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

nuuensus Ne

Analysis performed according ND / Ananu3 npoeeaen no HJI: JIII-Ne(001336)-(PT-RU) dt. 25.10.2022 /

JITI-Ne(001336)-(PI'-RU) ot 25.10.2022

Page2of 6/ Ctp.2u3 6

b) UV spectrophotometry / Y®- | Complies as prescribed / | UV absorption spectrum of the test
cnekTpodoTo METpUs CooTBeTcTBYeT TpeGOBAHUAM solution should have absorption
maximum at 397+5nm / Y®-cnektp
NOMIOLUEHMsT HCIBITYEMOrO pacTBOpa
JIOJPKEH UMETh MAaKCHMYM IOTJIOILEHHS
ipu 397+5 M
3. | Weight of package contents / 51g/5lr According to Rus. Ph. / B cooTBeTcTBUH
Macca coaepKHMOro ¢ TpeboBanusmu ' PO
YIAKOBKH
4. | pH 2.87 2.5t04.5/0t12,5104,5
Viscosity / BaskocTb 1014 centipoise / 400 to 1,200 centipoise /
1014 canTunyas Ot 400 no 1200 canrumyas
6. | Impurities / IIpumecn
i | Impurity C/ Not detected / He oOHapyxeHa Not more than 0.50 % /
Ipumecs C He 6onee 0,50 %
ii. | Impurity D/ Not more than 0.50 % /
Ipuvecs D Not detected / He obHapy>keHa He Gortee 050 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Ipumeuanue: [Ipogykr cootseTcTByeT TpeboBanusm HJJ

3axmouenne: OJJOBPEHO

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

IToxroroeneno: Pravesh Rana [porepeno: Santosl) Kumar Onobpeno: Menemkep / PykoBogutens
Maurya A Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Hara: 29.11.2023 Hara: 29.11.2023 Hara: 29.11.2023

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.
Dr. Reddy,s ... Formulation Unit-6
¢ Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS  Tel : +91 98166 56001-02
CEPTHOUKAT AHAJIM3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g |
Ipoaykr: Haiiz® AKTHBreNb (HIUMECyJ) TeNlb s Hapy/KHOro npumenenns, 1 %, 50r

Market / PbiHOK : Russia / Poccust

Batch No. / . V230894 Batch Quantity / . 23247.00 units /

Cepusi N ) Pasmep cepin * 23247.00 enquHuIL

Analytical Repo‘}‘t No./ . 040002289240 Date of Analysis / . 29.11.2023

AnanuTuyeckuii oTuer Ne Jarta anajusa

Date of Manufacture / . 11/2023 Date of Expiry / . 10/2025

JlaTa npon3BoAcTBa T'oaen 10 N
Mifg. License No./

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

auuensus Ne

Analysis performed according ND / AHaju3 npoBejeH 1o HA: JITI-Ne(001336)-(PT-RU) dt. 25.10.2022 /

JITI-Ne(001336)-(PT"-RU) ot 25.10.2022
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Fiii. Any other impurity / 0.03% Not more than 0.50 % /
Jrob6as npyras nmpuMech He 6oee 0,50 %

iv. | Total impurities / 0.1% Not more than 1.50 % /
Cymma npumecent He 6onee 1,50 %

7. | Microbial purity* / MukpoGuoJjornieckas yHCTOTA®

i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g/
O61ee YuciIo a3poOHbIX MUKPO- He 6onee 100 KOE/r
OpraHu3MOB

ii. | Total Combined Yeast and NA Not more than 10 CFu/g /
mould count / Ob1iee 9uco He 6onee 10 KOE/r
JAPONOKEBBIX M IUIECHEBBIX
rpuboB

iii. | Pseudomonas aeruginosa NA Should absentin 1 g/
OrcyTcTBHE B 1 T

iv. | Staphylococcus aureus NA Should absentin1 g/
OtcyrcTBue B 1 T

8. | Assay/KonndecTBeHHOE ONpeNeIeHHE
Conclusion : APPROVED /

Remarks : The Product conforms to ND/
Ipnmeuanue: [IPOAYKT COOTBETCTRYET tpedosanusam HJL 3axmouenne: OJIOBPEHO
Prepared by / ! Checked by / Approved by: Manager/Executive /
[Toaroropineno: Pravesh Rana { IIpoBepeno: Santosh Kumar Onobpeso: Menemxkep / PykosoguTeneb
Maurya @L Manoj Kumar @J
(L
Reprint Date / Reprint Date / Reprint Date /
Tlata: 29.11.2023 Jlara: 29.11.2023 Tata: 29.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
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

CEPTHO®UKAT AHAJTU3A

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %,50g
[poaykr: Haiis® Axtusress (HHMeCy:n W) resb IS HApY;RHOTO mpumenenus, 1 %, 50r

Market / PbIHOK : Russia / Poccus

Batch No. / . V230894 Batch Quantity / . 23247.00 units /

Cepusi No ) Pasmep cepuu ' 23247.00 equnun
Analytical Repovrt No./ . 040002289240 Date of Analysis / . 29.11.2023
AHaNuTHYecknii oTueT Ne JlaTa aHaau3a

Date of Manufacture / . 11/2023 Date of Expiry / . 10/2025

JlaTa npon3BoacTsa TI'oaen o

Mifg. License No. /

IIpousBoacTBEHHAS : MNB/05/263 MA number: / Homep PY JITT-Ne(001336)-(PT-RU)
Juuen3ust Ne

Analysis performed according ND / Auanus npoBejeH 1o HJ;: JII-Ne

JITI-Ne(001336)-(PI'-RU) ot 25.10.2022

(001336)-(PT-RU) dt. 25.10.2022 /

Page 4 of 6 / Ctp. 4 u3 6

Nimesulide / 10.4 mg/ 10.04 mr 9.0 mg to 11.0 mg of Ci3H12N20s8
Humecynuz (100.4 %) (nimesulide) (90.0% to 110.0% of label
claim)in 1 g of gel /
0Ot19,0 Mr 1o 11,0 Mr C13Hi2N2OsS
(ammecynun) (ot 90,0 % mo 110,0 % ot
HOMMHAJIBHOIO CoAepxanus) B 1 rrens
9, |Dimethyl sulfoxide / 101.4 % 90% to 110% of C;HesOS (dimethyl
Jumernacyab(oren sulfoxide) of label claim /
Ot 90 % 10 110 % C;HsOS
(aumeTUnCyNbHOKCHI) OT
HOMHMHAJILHOTO COJIepPIKaHHs!
10. |Package / YnaxkoBKa 50 g in a laminated aluminum tube equipped with tamper-evident membrane.
Each tube and a patient information leaflet in a carton. / Tlo 50 r B TYOY U3
JIAMHHMPOBAHHOTO ATIOMHHHS, CHAOKEHHYIO MeMOpaHOM I KOHTPOJIS
nepeoro BekpbiTHs., Kaxctyto TyOy BmecTe ¢ MHCTPYKLHEH [0 MEAUIIMHCKOMY
TPUMEHEHHUIO TIOMEIIAKOT B Na9Ky 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.

*TloxasaTe/ b MOKET OTCYTCTBOBATH B cepTH(HKATE AHA/IA32 POH3BOAUTEIH. IIpousBoaAUTEND
rapaHTHpYyeT KA4eCTBO Mpenapara 1o 3THM NOKA3ATe M.

Remarks : The Product conforms to ND/
Ilpumeuanue: TIpOAYKT COOTBETCTBYET tpebosannam HJL

Conclusion : APPROVED /
Bakmouenne: OJJOBPEHO

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

[Toprorosneno: Pravesh Rana |, ITpoeepeHo: Santosh Kumar Ono6peno: Menemkep / PykoBopurens
Maurya ' Manoj Kumar @%jl

Reprint Date / Reprint Date / Reprint Date /

Jara: 29.11.2023 Jata: 29.11.2023 Hara: 29.11.2023

b, iyaarabad

00034, Telanmans, khadin

il mauldirecdys.com




Dr.Reddy’s ":‘.

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

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02

CEPTHOHKAT AHAJIM3A www.drreddys.com
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoayxkr: Haiis® AKTHBrenb (HUMECYHA) Teflb A1 HAPYHKHOTO MPHMCHEHHA, 1%,50r
Market / PoiHOK : Russia / Poccus
Batch No. / . V230894 Batch Quantity / . 23247.00 units /
Cepun Ne Pasmep cepuit 23247.00 enuHuUIL
Analytical Repovrt No./ . 040002289240 Date of Analysis / . 29.11.2023
AHaNUTHUYECKHUIT 0TUeT Ne JlaTa aHanu3a
Date of Manufacture / . 11/2023 Date of Expiry / . 10/2025
JlaTa npoM3BOACTBA IMNopen oo
Mfg. License No. /
IlpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JITI-Ne(001336)-(PT-RU)
Jannensus Ne
Analysis performed according ND / AHanu3s nposejes mno HJI: JIII-Ne(001336)-(PI'-RU) dt. 25.10.2022 /
JITI-Ne(001336)-(PT-RU) ot 25.10.2022

Page50f 6/ Crp. 513 6

API name (INN) / HaumenoBauue
(MHH):

ADPC

Nimesulide / Humecynuz,

API manufacturer batch number /

Ipoussopurens ADC, crpana:

Homep cepun npoussogutens ADPC: NMS/13080769

FP Manufacturer API Batch number /

Homep ceprn cyOCTaHINHH FEQAO00580
nponzeoaurens LJID:

API Manufactured by & country / Aarti Drugs Ltd., India /

Aapri dparc Jlta., Unansa

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

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,

Release site /
HanmenoBaHue, aaipec H HOMeP
JIMIEH3UH MUIOIIAKH,

Distt. Solan (HP) 173205, India (License No MNB/05/263) /
J-p Pennn’c Jlaboparopuc Jlta., Munus,

OCYIIeCTBIAIOM e Hanarapx Poyx, Bapau, Conan JIucTpHkT, X.J1. 173205,
NPOH3BOACTBO/KOHTPOJIH Wuaus (JTuuensus Ne MNB/05/263)
kauectsa/Bpmyck IJID /

[Tpon3BOACTBEHHOE noapasaenenne-6, Bunnamk Kxorb,

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».

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Tpumeuanne: [TpoaykT cOOTBETCTBYET TpeGOBAHMIM HI

Bakmouenne: OJIOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarotoeneHo: Pravesh Rana K ITposepeno: Santgsh Kumar Onobpeno: Menemxep / PykosoauTelis
/ Maurya \ Manoj Kumar
LA
Reprint Date / Reprint Date / Reprint Date /
Hara: 29.11.2023 Iara: 29.11.2023 Hara: 29.11.2023

Nyt

Sivige: 8-2-337, Ro0Q N

G1 403000 2409, Fay F2L A0 4800 ¢
CIN. L5 195AP1584

vav drredays.com

%, Banmary Hills, Hydzaoad




D dd . q,.t Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
r. Re y s '. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02
CEPTUO®UKAT AHAJIN3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoaykr: Haiizs® AxTHBres s (HUMeCY) resib IS Hapy:KHOro npuMenenns, 1 %, 50 r

Market / Poinok : Russia / Poccus

Batch No. / . V230894 Batch Quantity / . 23247.00 units /

Cepusi Ne ) Paszmep cepuu © 23247.00 eguHuL
Analytical Repovrt No./ . 040002289240 Date of Analysis / . 29.11.2023
AHANHTHYECKHUIT oTYeT Ne JlaTta aHaauza

Date of Manufacture / . 11/2023 Date of Expiry / . 10/2025

JlaTa npousBoacTBa T'open no

Mifg. License No. /

IIpounspoacTBeHHAst : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
JuueH3us Ne

Analysis performed according ND / Anann3 nposeaen no HJI: JITI-Ne(001336)-(PT"-RU) dt. 25.10.2022 /
JIII-Ne(001336)-(PT'-RU) ot 25.10.2022

Page 6 of 6/ Crp. 613 6

3axio9enue 0 cooTBeTcTBHH: «HacTOAIIMM 51 TOATBEPXK/IAL0, YTO MPUBECHHAs BhIIe HHGOPMAIHS SBIIIETCA
JOCTOBEPHOM M TOYHOM. DTa cepus MPOAYKIMH MpOM3BeAeHa (BKIIOYAs yNaKoBKY (MapKHpPOBKY) M KOHTPOJIb
KayecTBa) Ha BBIIICYKA3aHHOW ITPOM3BOJICTBEHHOM IUTOIIA/AKE (IUIOIIAAKaX) B IIOJHOM COOTBETCTBHH C
Tpebopagusamu ITpapun Haexaniedl TPOU3BOICTBEHHON NIpakTHKH EBpasmiickoro skoHOMHYECKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsiops 2022) u TpeOOBaHUAMHU KOHTPOJS KadecTBa JIEKAPCTBEHHBIX
CPEJIICTB, a TAKXKE B COOTBETCTBHH CO CIEIU(PUKAIUIMHE, COJEPXKAllAMUCA B PETHCTPAlHOHHOM JI0ChE CTPaHEI-
UMIIOpTEpa. 3alicy MO0 IPOWU3BOJCTBY, YIAKOBKE W aHANHM3y NPOBEPEHBI, H YCTAHOBJIEHO HMX COOTBETCTBHE
TpeboBanuaM [IpaBun Haexamed NPOU3BOACTBEHHOM MPaKTHKK EBpasuiicKoro 3KOHOMHYECKOTO COK03a).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

IIpuveuyanne: [Ipoaykt cooTBeTcTBYeT TpeboBaHusaM HJI 3axmovenune: OAOBPEHO

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

[Noaroroeneno: Pravesh Rana Q Iposepeno; Santosh Kumar Omobpeno: Menemkep / PykosoguTens
: Maurya . Manoj Kumar _ﬁ

s s
Reprint Date / Reprint Date / Reprint Date /
Hara: 29.11.2023 Jara: 29.11.2023 Hara: 29.11.2023

vavw.diredays.corn



