Dr.Reddy’s q_':i

CERTIFICATE OF ANALYSIS

CEPTHOPHKAT AHAJIA3A

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 %, 20 g
Ipoayxr: Haiiz® AKTHBreas (HMMeCYNHA) Fellb MUl Hapy»HOro npuMenenns, 1 %, 20

Market / Puinok : Russia / Poccns

Batch No. / . V230885 Batch Quantity / . 57863.00 units /

Cepus No ) Pa3mep cepHH * 57863.00 eauHAL
Analytical Repo“rt No./ . 040002281652 Date of Analysis / . 23.11.2023
AHAIMTHYeCKHI oTyeT Ne Jlara aHanu3a

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

Jata npousBoacTBa Topen no

Mifg. License No. /

IlponsBogcTBeHHasA : MNB/05/263 MA number: / Homep PY : JI[I-Ne(001336)-(PT-RU)
JiMnensua Ne

Analysis performed according ND / Anasu3 nposeaen no HI: JIIT-Ne(001336)-(PI'-RU) dt. 25.10.2022 /

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

Page1of 6/ Crtp. 1 u3 6

No/

e Test / IToxa3zarenan

Result / PesyabTat

Specification / Hopma

1. Description / Onucaune

Homogeneous, transparent, pale-
yellow gel with characteristic odor
/ OnHOpOOHBIH NMPO3payHblit rens
OneIHO-)KeJITOro LBETA C
XapaKTepHBIM 32MaX0M

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor/
OmHOpOJAHBI MpO3payHbIi  Tenp OT
6eclBeTHOro N0 61€AHO-KENTOro 11BeTa
C XapaKTEPHBIM 3a11aX0M

Identification / MnenThdpuxanns

a) HPLC / B3XX

Complies as prescribed
CooTBeTcTBYET 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) / BpeMms ynepKHUBaHHS
OCHOBHOIO TIHKA Ha XpOMAaTorpamme

HCNBITYEMOTO pacTBopa JOJDKHO
COOTBETCTBOBATH BPEMEHH
YOEPKUBAHW OCHOBHOTO IMKAa Ha
XpOMaTorpamMMe pacTBopa
CTaHAapTHOTO oO0pasna HHMecynuiaa
(pazzen «KonnuecTBeHHOE
OIIpEZEIIEHHEN)

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

IIpumeyanne: Ilpoaykr coorBercTBYeT TpeboranusaM HJT 3akawyenne: OJOBPEHO

Prepared by / Checked by /

Approved by: Manager/Executive /

Ioarorosneno: Ankit
- /
-

[Tposepeno: Santosh Kumar
Maurya Cf/\

—

Onobpeno: Menemkep / \Pyiosoantens
Abhishek Chauhan

A

Reprint Date /
Hlata: 23.11.2023

Reprint Date /
Hata: 23.11.2023

Reprint Date /
JTata: 23.11.2023

Registered Office:

8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com

CIN: LB5195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q_r';"’

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Dr. Reddy's Laboratories
Formulation Unit-6

Ltd,

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 %,20 g
Ipoaykr: Ha® Axrusrens (HMMecyijl) ress JUIA HAPYKHOTO npumenenns, 1 %, 20 r

Market / Pu1HiK : Russia / Poccus

Batch No. / . V230885 Batch Quantity / . 57863.00 units /

Cepus Ne ’ Pasmep cepsn " 57863.00 enunuL
Analytical Report No. / . 040002281652 Date of Analysis / . 23.11.2023
AHanuTHYeCKHIT oTueT Ne Jara aHanu3a

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

JlaTa npon3s\oACTBa Togen no

Mfg. License No./

IIpousBoacT BeHHast : MNB/05/263 MA number: / Homep PY JII-Ne(001336)-(PI'-RU)
JUUEH3Hs Ne

Analysis performed according ND / Auann3 nposenes no HJI: JITI-Ne(001336)-(PT-RU) dt. 25.10.2022 /

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

Page2 of 6/ Ctp. 2 u3 6
b)UV spectrophotometry / Y- | Complics as prescribed /| UV absorption spectrum of the test
CNEKTPOGOTO METPHUA CooteTCTBYET TpEGOBAHMAM solution should have absorption
maximum at 397+5nm / Y®-cnexrtp
NOITIOMEHHS HMCIIBITYEMOIO PacTBOpa
JI0JDKEH UMETh MaKCHMYM TIOIJIOLIEHHA
npu 397£5 HmM
3. | Weight of package contents / 20g/20r According to Rus. Ph. / B cooTBeTcTBUM
Macca coaepKHMoro ¢ TpeboBanusimu ['D PO
YNaKOBKMU
4. | pH 3.35 2.5t04.5/012,5 n0 4,5
5. | Viscosity / BsaskocTs 1036 centipoise / 400 to 1,200 centipoise /
1036 cantarmnyas Ot 400 no 1200 caHTuITyas
6. | Impurities / IIpumecu
i. | Impurity C/ Not more than 0.50 % /
IIpumecs C Not detected / He oOHapy»xeHa He 6onee 0,50 %
ii. | Impurity D/ Not more than 0.50 % /
Ipumece D Not detected / ne o6HapyxeHa He 6onee 0,50 %
ili, | Any other impurity / 0.04% Not more than 0.50 % /
Jiobas npyras npuMech He 6omee 0,50 %
iv. | Total impurities / 0.045 % Not more than 1.50 % /
Cymma nipuMeceit He 6onee 1,50 %

Remarks : The Product conforms to ND/
Ipumeuanne: [IpoaykT cootercTByeT TpeGoBanusam H{

Conclusion : APPROVED /
3akaiouenne: OJIOGPEHO

Prepared by /
IMonrorosreHo: Ankit

Checked by /
ITpogepeno: Santosh Kumar

Maurya (P~

—

Approved by: Manager/Executive /
Onobpeno: Menemkep, / PykoBoaurens

Abhishek Chauhan

A

Reprint Date /
Hara: 23.11.2023

Reprint Date /
Jlara: 23.11.2023

Reprint Date /
Jara: 23.11.2023

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




Dr.Reddy’s Qfé

CERTIFICATE OF ANALYSIS

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

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

CEPTHOPHUKAT AHAJTHU3A

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
(IIpoayir: Haii3® Axrhieress (HUMECYIHI) Tellb MUl HApYKHOrO NpuMeHenus, 1 %, 20 r

Market / Peinok : Russia / Poccus

Batch No. / © V230885 Batch Quantity / . 57863.00 units /

Cepun Ne g Pasmep cepuu " 57863.00 exuHuIL
Analytical ReportNo./ . 44400281652 LR LR : 23.11.2023
AHannTHyeckui oTyeT Ne Jara anHanu3a

Date of Manufacture / : 112023 Date of Expiry / . 10/2025

Jata aponssoacTea I'ogeH o

Mfg. License No. /

IlpousBoncTEEeHHAN : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JIMUEeH3nR Ne

Analysis performed according ND / Axanu3s nposeaen no H: JITI-Ne(001336)-(PT-RU) dt. 25.10.2022 /

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

Page3 of 6/ CTp.3 u3 6

7. | Microbial purity* / MukpoGronornyeckas yucrora*

i. |Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
Obuiee YHCNO a3pOOHBIX MUKpPO- He 6onee 100 KOE/r
OpraHH3MOB
ii. | Total Combined Yeast and NA Not more than 10CFU/g /
mould count / O61uee yuciio He 6onee 10 KOE/r
JIPOXOKEBBIX M IIECHEBBIX
rpubos
iii. | Pseudomonas aeruginosa NA Should absentin 1 g/
OtcyrctBue B 1 r
iv, | Staphylococcus aureus NA Should absentin 1 g/

OrcyterBHE B 1 T

8. | Assay/KoJH1ecTBeHHOe ONpefeIeHHe

Nimesulide /
Humecynun

9.75 mg /9.75 mr
(97.5 %)

9.0 mg to 11.0 mg of Ci13H12N205S
(nimesulide) (90.0% to 110.0% of label
claim)in 1 gofgel /

Ot 9,0 MI’ 10 11,0 MrI C13H12Nzoss
(uamecynug) (ot 90,0 % no 110,0 % ot
HOMMHAJIBHOIO cofepxanus) B 1 r rens

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

IIpumeuanne: Iponykr cootBercTBYET TpeboBanmam HJI 3akmogenne: OJOBPEHO

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

[Togrororneno: Ankit ) Ilpoeepeno: Santosh Kumar Onobpeno: Menekep / PykoBoauTens
J:'\ [ Mauya Abhishek Chauhan )

Reprint Date / Reprint Date / Reprint Date / '

Hara: 23.11.2023 Hara: 23.11.2023 Jara: 23.11.2023

Registered Office:

8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, indiza

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr. Reddy's Laboratories Ltd,

Se
! e® Formulation Unit-6
Dr. Reddy S Q.‘ Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CEPTH(I)HKAT AHAJH'ISA www'drreddVS.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %,20 g
Tpoavkr: Haiiz® AkTHBres (HEMeCYJHI) Tellb Uit HApYKHOrO npumenenns, 1 %, 20 r

Market / PriHox : Russia / Poccus

Batch No. / . V230885 Batch Quantity / . 57863.00 units /

Cepus N ) Pasmep cepHH ' 57863.00 enuHii
Analytical Report No. / . 040002281652 Date of Analysis / . 23.11.2023
AHaNHTHYecKHI oTyeT Ne JlaTa aHanu3a

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

JlaTa npouseoicTBa I'oner no

Mfg. License No./

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

Analysis performed according ND / Ananu3 nposeaen no HJI: JIII-Ne(001336)-(PI'-RU) dt. 25.10.2022 /
JITI-Ne(001336)-(PT-RU) ot 25.10.2022

Paged of 6/ Crp. 4 u3 6
9, |Dimethyl sulfoxide / 100.0 % 90% to 110% of C;HsOS (dimethyl
JnmeTHICYAbGoKCHA sulfoxide) of label claim /
Ot 90 % mo 110 % C,H¢OS
(aumeTuncynehoxcHa) oT
HOMHHAIIBHOTO COJIepKaHHs
10. |Package/ YnakoBka 20 g in a laminated aluminum tube equipped with tamper-evident membrane.
Each tube and a patient information leaflet in a carton. / Ilo 20 r B TyOy u3
JaMUHMPOBAHHOIO ANKOMHMHMsA, CHalXeHHyr0 MeMOpaHOW id KOHTPOJA
TepBOro BCKphITHA. Kaxyio Ty6y BMecTe C HHCTPYKUHEH 10 MEAMIHMHCKOMY
TIPHMEHEHHIO NIOMENIAOT B [TaYKy KapTOHHY1O.
*The parameter may not be included in the manufacturer's Certificate of Analysis. The
manufacturer guarantees the quality of the product for these parameters.
*TlokazaTeJb MOKET OTCYTCTBOBAThL B cepTH(HKATe aHanu3a npouspoaATens. IlpoussoauTe.s
rapaHTHpyeT KA4ecTBO Npenapara no THM OKA3aTeaaM.
API name (INN) / Haumenopanune A®@C . .
(MHH): Nimesulide / Humecynun
API manufacturer batch number / NMS/18121104
Homep cepuu npouspoantes APC:
FP Manufacturer API Batch number /
Homep cepun cy6eTaHnumn FEMA00026
npouspognrens I'JIdD:
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
TIpnmeuanne: IpoaykT cooTBeTcTByeT TpeboBauuam H]J 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IoarororneHo: Ankit (\ ITpoeepeno: Santosh Kumar Onobpeno: Menemkep / Pykosoaurests
f{ s Maurya &7\— Abhishek Chauhan 0\ i \\
Reprint Date / Reprint Date / Reprint Date /
Hara: 23.11.2023 Jara: 23.11.2023 Jara: 23.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2995, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr. Reddy's Laboratories Ltd,

Se
! Q"Q Formulation Unit-6
Dr’ Reddy s ’ Vill. Khol, Nalagarh Road, Baddi,
. Distt. Solan, H.P., 173 205, INGIA

CEPTI‘FI’HKAT AHAJIM3A www.drreddys,com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g ]
TIpoaykr: Haiia® AkTaBrens (HEMeCY ) Tenb Jig HAPYKHOro npumenenns, 1 %, 20 r

Market / Poinok : Russia / Poccus

Batch No. / - V230885 Batch Quantity / ~ 57863.00 units / )
Cepus Ne : Pasmep cepun * 57863.00 emuul

Analytical Rep05t No./ . 040002281652 Date of Analysis / . 23.11.2023

AHAINTHYeCKH oTHeT No Jarta anaausa

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

JaTa npoH3BOACTBA ToneH xo

Mifg. License No. /

IIpon3roacTBEHHAS : MNB/05/263 MA number: / Homep PY : JI[I-Ne(001336)-(PI-RU)

JuueHsus Ne

Analysis performed according ND / Ananns npoeexen no HJI: JITI-Ne(001336)-(PT-RU) dt. 25.10.2022 /
JITI-Ne(001336)-(PT-RU) ot 25.10.2022

Page 5 of 6 / CTp. SH3 6

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

Ipounspoanrens APC, cTpana: Aapru JIparc Jlta., Muaus

Name, address, authorization No for

FP manufacturing site / Control site / Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Release site / Distt. Solan (HP) 173205, India (License No MNB/05/263) /
HanMeHoBaHnue, aapec H HOMEP JI-p Penpnu’c JTabopatopuc JIta., Unnus,
JHIEH3NH TLIOIAAKH, IIpoussoacreennoe nonpasaeneHue-6, Buinamk Kxonb,
oCyillecTBJIA oM eH Hanarapx Poyn, Banaun, Conan Juctpukr, X.I1. 173205,
OPOU3BOJCTBO/KOHTPO.Ib Munus (JIunenszus Ne MNB/05/263)
kavecra/Boinyck 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 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».

3akmogenne 0 cooTBeTcTBHH; «HaCTOAIIMM 1 MOATBEPX /M0, YTO IPHBCACHHAS BEINE HH(OPMALHS SBILICTCS
JIOCTOBEPHO}M M TO4HOM. DTa cepus IPOAYKIHH [POH3BEACHA (BKIIIOYAs YITAKOBKY (MapKHPOBKY) M KOHTPOJD
Ka4ecTBA) Ha BBINCYKA3aHHOH IPOH3BOJACTBEHHOH IUIOINANKE (mnommankax) B MOJHOM COOTBETCTBHH C
TpeboBaHAAMH [IpaBIIl HaIeXKAIleH IPOM3BOACTBCHHOMN MPakTHKK EBpasniCcKoro 3KOHOMHYECKOTO COf03a Ne
GMP/EAEU/RU/00554-2022 ot 02 centsdpsa 2022) u TpeOOBaHMSIMH KOHTPOJISI KayecTBa JIEKapCTBEHHBIX
CPEZICTB, & TAKXKE B COOTBETCTBUH CO CIENH(HKAIMAME, COACPKAUIUMHACSA B PETHCTPAIHOHHOM NOCBE CTPAHEBI-

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: [IpoayKT COOTBETCTBYET TpeboBanusm HJL 3akmwouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[oarororneno: Ankit \ Ipoeepeno: Santosh Kumar Onobpeno: Meneiep / PykoBonutess
r’k/ ~ | Maurya o Abhishek Chauhan K

/ & e X
Reprint Date / Reprint Date / Reprint Date /
Hara: 23.11.2023 Jara: 23.11.2023 Hara: 23.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd,

q G

’ °P Formulation Unit-6

Dr° Reddy s -. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTH‘I)KI(AT AHAJIH3A www.drreddys.com
Product : Nise Activgel (nimesulide) gel for external use, 1 %,20 g :
Tiponyir: Haii3® AKTUBrens (HHMECYAHA) Teb /s HAPYAHOrO npusenenus, 1 %, 20 r
Market / Prinok : Russia / Poccusa
Batch No. / . V230885 Batch Quantity / . 57863.00 units /
Cepus Ne ) Pazmep cepuu ° 57863.00 enunuu
Analytical Re’po:‘t No./ . 040002281652 Date of Analysis / . 23.11.2023
AHanuTHueckHit oTyeT Ne JlaTa anajusa
Date of Manufacture / . 11/2023 Date of Expiry / . 10/2025
JlaTa npou3BoOACTEA Fopen go
Mfg. License No. /
IlpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
Juuensns Ne
Analysis performed according ND / Ananus nposefen no HJI: JIIT-Ne(001336)-(PT-RU) dt. 25.10.2022 /
JITI-Na(001336)~-(PT-RU) ot 25.10.2022

Page 6 of 6/ CTp. 6 n3 6

HMIIOpTEpa. 3amMCcH TI0 [POM3BOJCTBY, YIAaKOBKE M AHANH3Y MPOBEPEHBI, H YCTaHOBICHO HX COOTBETCTBUE
Tpe6opanusaM IIpaBui HajUIeXalel POH3BOACTBEHHOMH MPakTHKH EBpasuiiCkoro SKOHOMMYECKOTO COX03a).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
TIpumeuanue: [Ipoaykr cooTBeTcTBYeT TpeboBaHMsaM HJJ 3axkmouyenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorogneHo: Ankit ) [Nposepeno: Santosh Kumar Onobpeno: Mene e\ / PykoBomsrenb

%’\/ °| Maurya ol Abhishek Chauhan o& \

4 & ~—"\

Reprint Date / : Reprint Date / Reprint Date /
Jarta: 23.11.2023 Hara: 23.11.2023 Jara: 23.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




