 Dr.Reddy’s €€

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

utalkion Unit-6
Nalapgarh Road, Ba o
1, 5%,

33205
B

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ilpoaykr: Haiiz® AKTUBresb (HUIMECYJIMA) refb A8 HAPYKHOro npuMeHenus, 1 %, 100 r

Market / Poinok

: Russia / Poccust

Batch No. / . V240350 Batch Quantity / . 12000.00 units /

Cepnsi Ne ) Pa3zmep cepun " 12000.00exuHuL
Analytical Repourt No./ . 040002543312 Date of Analysis / . 05/06/2024
AHaantuyeckuii oTyer Ne JlaTa ananun3sa

Date of Manufacture / . 05/2024 Date of Expiry / . 04/2026

JlaTa npousBoacTBa T'open go

Mfg. License No. /

IIpousBoacrBeHHast : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
nuueHsus Ne

Analysis performed according ND / Ananu3 nposeaen no HJI: JITI-Ne(001336)-(PI'-RU)-251022

Page 1l of 6/ Ctp. 1 u3 6

/ Test / Iloka3zaTtean

Result / PesyabTat

Specification / Hopma

1. | Description / Onucanue

Homogeneous, transparent,

colorless gel with characteristic

odor / OaHopoaHBIH PO3payuHbIi

reJjib 6€C]_[B6THOFO LIBE€TA C
XapaKTCpHBIM 3allaXOM

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor /
OpHOpoAHBIH MpO3pavuHbldi  renb OT
GecuBeTHOro 10 OJIEHO-KENTOro LBETA
C XapaKTepHbIM 3aMaxoM

2 Identification / UnenTnduxauns

‘| a) HPLC / BOXX

Complies as
CooTBeTCTBYET TPeOOBAHUAM

prescribed

| Remarks : The Product conforms to ND/
IIpumeuanne: [Ipoaykrt coorBercTBYeT TpeboBaHusam HJJ

/

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 ynepskuBaHus
OCHOBHOTO THKa HAa XpoMmaTorpaMmme

HCTIBITYEMOTO pacTBOpa JIOJKHO
COOTBETCTBOBATh BpEMeHH
YACP>KUBAaHUS OCHOBHOIO IMKa Ha
XpomarorpaMmme pacTeOpa
CTaHJapTHoro obpasua HHMeCY/IHAA
(pazpen «KonuuectBeHHoe
OTIPE/IEIIEHUE)

Conclusion : APPROVED /
3akawuenue: OJOBPEHO

Prepared by /

Ionarorosaeno:Pravesh Ranfz

Checked by /
IIpoeepeno:Rama Kant

At

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PyRosoautens
Pavan Kumar Sharma c’L{w—fﬁ

Tel:

FQ1 &0 A5800 25060, Fax

T LBELSS

\ -
Reprint Date /05.06.2024 Reprint Date /05.06.2024 Reprint Date /05.06.2024
Hara: Jara: JHara:
Regisieisd Nffice: 2-7-357 Rpad Mo 3 Ranjars Hille, Hyudarahad - 500034, Talanazna, hdia

malliBdirreddye.com
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CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIM3A

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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA
Tel 1 +91 88166 56001-02
wwr.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ipoaykr: Haiiz® Axktuerens (HUMECYIMA) renb Ul Hapy»KHOro mpuMeHeHus, 1 %, 100 r

Market / Puinok : Russia / Poccus

Batch No./ . V240350 Batch Quantity / . 12000.00 units /
Cepus Ne ' Pa3smep cepun * 12000.00e1uBHL
Analytical Repovrt No./ . 040002543312 Date of Analysis / . 05/06/2024
AHaJuTHYEeCKHI oTyeT No JaTa ananusa

Date of Manufacture / . 05/2024 Date of Expiry / . 04/2026

JlaTa npousBoacTea

Toaen mo

Mfg. License No. /
I[Ipou3eoacTBeHHAs
auueH3us Ne

: MNB/05/263

MA number: / Homep PY

+ JIM-Ne(001336)-(PT-RU)

Analysis performed according ND / Ananns nposeaeH no HJI: JITI-Ne(001336)-(PI'-RU)-251022

Page2 of 6/ CTp. 213 6

b) UV spectrophotometry / Y®-
criekTpodhoTo METpHs

Complies
CooTBeTCTBYET TpeOOBAaHHAM

as prescribed

/

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / Y®-ciektp
NOTJIOIICHHUS. UCIIBITYEMOrO  pacTBOpa
JIOJDKEH MMETh MaKCHMYM IIOTJIOLICHUSA
npu 397+5 HM

3. | Weight of package contents / 101 g/101r According to Rus. Ph. / B cooTBeTcTBMH
Macca cogepxKHMOro ¢ Tpebosanusmu 'O PO
YHAKOBKH

4. | pH 3.27 2.5t04.5/0t12,5104,5

5. | Viscosity / Bsa3kocTh

956.0centipoise /
956.0 cantumnyas

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

6. | Impurities / Ilpumecn

Cymma npumMecei

i. | Impurity C/ Not detected / ne oGHapyxeHa Not more than 0.50 % /
ITpumecs C He 6onee 0,50 %
ii | Impurity D/ n?;tg;;%gagigﬂiﬂo'((gg) i/olliogz) Not more than 0.50 % /
ITpumecs D He 6onee 0,50 %
0,
ii | Any other impurity / 0.04% Not more than 0.50 % /
i. | JIrobas opyras npumMecsh He 6onee 0,50 %
i | Total impurities / 0.08% Not more than 1.50 %/

He 6omnee 1,50 %

Remarks : The Product conforms to ND/

IIpumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBaHUAM HJJ

Conclusion : APPROVED /
Sakawuenne: ONJOBPEHO

Prepared by /
IToarorosneno:Pravesh Rana

4

Checked by /
IIpoBepeno:Rama Kant

//

Approved by: Manager/Executive /
Onobpeno: Menemxep / PyRosoantens
Pavan Kumar Sharma  <F- A

Reprint Date /05.06.2024

Reprint Date /05.06.2024

Reprint Date /05.06.2024

Jara: Jara: JlaTa:
Registared Office: 8-2-337, Road io. 3, Baniara Hiils. Hyderahad - 50n034, Telangana, India
Tel: +91 40 1800 2300, Fax: +91 40 115G 2299, Fmail: maild@direddys com

CIN: LS
vivnvdrreddys.com

SAP1984PLLCO4E0T7




.' Dr..'Reddy’s ‘,‘:"

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

Viil. Khol, Nalagarh Road, Bacidi,
Distt. Solan, H.P., 173 205, INDA

CERTIFICATE OF ANALYSIS Tel : +91 981606 56001-02
CEPTUDPUKAT AHAJIHN3A wwe.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Tpoaykr: Haii3® AxtuBrens (HUMECYIHA) renb Al HApYXHOro NpuMeHeHus, 1 %, 100

Market / Poinok : Russia / Poccus

Batch No. / . V240350 Batch Quantity / . 12000.00 units /

Cepus Ne ’ Pa3mep cepum * 12000.00e quHuUL
Analytical Repovrt No./ . 040002543312 Date of Analysis / . 05/06/2024
AHaJinTH4eckuii oTuer No JlaTa anasausa

Date of Manufacture / . 05/2024 Date of Expiry / . 04/2026

JdaTa npousBojacTea TI'oaeH go

Mifg. License No. /

IIpom3BoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)

JMueH3us Ne

Analysis performed according ND / Auanus nposeaex o HJL: JITI-Ne(001336)-(PI'-RU)-251022

Page3of 6/ Ctp.3u36

OrcyrctBue B 1 1

7. | Microbial purity* / MukpoGuonoruyeckass 4HcToTa™

i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
O6miee yncno aspoOHbIX MUKPO- He 6onee 100 KOE/r
OpraHU3MOB

ii | Total Combined Yeast and NA Not  more  than 10 CFU/g  /
mould count / Obiuee uwcio He 6onee 10 KOE/r
JIPOOKEBBIX U TIECHEBBIX
rpuboB

ii | Pseudomonas aeruginosa NA Should absent in 1 g/

i OtcyrcTBue B 1 1

i | Staphylococcus aureus NA Should absent in 1 g/

Assay / KonudecTrBeHHOe onpeaeieHHe

Nimesulide /
Humecynun

10.12mg / 10.12mr
(101.2 %)

9.0 mg to 11.0 mg of C13H12N205S
(nimesulide) (90.0% to 110.0% of label
claim)in 1 gofgel /

Ot 9,0 MTI" 1O 11,0 MI C13H12N205S
(uumecynun) (ot 90,0 % no 110,0 % ot
HOMHHAJILHOTO cofepykaHus) B 1 r refs

Remarks : The Product conforms to ND/

Ipurmeyanne: [Ipoaykt coorBercTBYeT TpeboBaHuam HJT

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Jara: Jara:

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotorneHno:Pravesh Rana ITpoBepeno:Rama Kant Onobpeno: Menemxkep / PyrosoauTeb

» W Pavan Kumar Sharma  «fzv~—
Reprint Date /05.06.2024 Reprint Date /05.06.2024 Reprint Date /05.06.2024

Jlata:

Registerad Officer 8-2-337, Road No. 3, Banjar Rills, Hyderabnd - 200024 Telangana, Inain
Tel: +91 40 48C0 2800, Fax: #6140 4900 2994, Email: meil@drraddys.com
CIN: LR 1S5APLIS4PLCCD4AR0Y

wwadried




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

R, L X3
’ Dr. Reddy’s ‘.... Viil. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, 1NDIA
CERTIFICATE OF ANALYSIS Tel : +91 38156 56001-02
CEPTUOUKAT AHAJIU3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ipoaykr: Haiiz® AKTUBrens (HUMeCyIua) rellb UL HApYXKHOro npuMeHeHus, 1 %, 100 r

Market / Poinok : Russia / Poccus

Batch No. / . V240350 Batch Quantity / . 12000.00 units /

Cepus Ne i Pa3zmep cepun * 12000.00e tuHAL,
Analytical Repovrt No./ . 040002543312 Date of Analysis / . 05/06/2024
AHaJHUTHYeCKHIT 0THET No JMata anannza

Date of Manufacture / . 05/2024 Date of Expiry / . 04/2026

JaTa nponszsoacTea T"open go

Mfg. License No. /

IlpoussoacTBennas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
JuueH3uns Ne

Analysis performed according ND / Ananus nposeaen no HJ; JITI-Ne(001336)-(PI'-RU)-251022

Page4 of 6/ CTp. 413 6

9. | Dimethyl sulfoxide / 100.3 % 90% to 110% of C:HsOS (dimethyl
JAumernicynsdoxenn sulfoxide) of label claim /
OT1 90 % mo 110 % C,HsOS

(mumeTtnncynshokenn) ot
HOMUHAITBHOTO COJCPIKAHNS

[y

Package / Ymakoska 100 g in a laminated aluminum tube equipped with tamper-evident membrane.
0. Each tube and a patient information leaflet in a carton. / Ilo 100 r B TyOy u3
JIAMHHHUPOBAHHOTO AJIIOMMHHS, CHabXeHHYI0 MeMOpaHoil Maisd KOHTpOJs
nepeoro BekpbiTua. Kaxayto Ty0y BMecTe ¢ MHCTPYKIIMEH [0 MEJUIIMHCKOMY
IIPUMEHEHHIO ITOMEIAIOT B NMaYKy 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.

*IlokazaTelab MOXKeT OTCYTCTBOBATH B cepTHQHKATE aHAIN3a NpousBoauTens. IIpousBoauTenn
rapanTHPYET Ka4ecTBO MPenaparTa o 3THM NOKa3aTeJIsIM.

I(API nax:ne (INN) / HaumenoBanne ADC Nimesulide / Humecymun

API manufacturer batch number / NMS/13121229

Homep cepun npouszsoaurens ADC:

FP Manufacturer API Batch number /

Homep cepun ¢yOCTaHIME HPOM3BOARTEN FERA00264

TJ1d:

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

IIpumeuanne: Ilponykt cootBeTcTBYeT TpeboBanusam HJ| 3akaouenne: OJOBPEHO

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

IoaroroeneHo:Pravesh IIpoeepeno:Rama Kant Onobpeno: Menemxep / PyxoBoautens
U_a" Pavan Kumar Sharma  fa—u
- _t

Reprint Date /05.06.2024 Reprint Date /05.06.2024 Reprint Date /05.06.2024

JlaTa: Jara: JlaTta:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 220G, Fax: +S1 40 4800 2999, Eniail: rmail@drreddys.com
CIM: LS5 195AP1984PLCO04507
www.drreddys.com



o , Dr. Reddy's Laboratories Ltg
. ’ ...' Formulation Unit-6
Dr. Reddys ® Viil. Khol, Nalagarh Road, Baddi,
’ ' g Distt. Solan, H.2., 173 205, {NDIA
CERTIFICATE OF ANALYSIS Tel ;491 58166 56001-02
CEPTUOPUKAT AHAJIN3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Hpoaykr: Haiiz® AkTUBresb (HHUMECYINI) refb JUii HapyKHOTO npumeHeHus, 1 %, 100 r

Market / Poinok : Russia / Poccus

Batch No. / . V240350 Batch Quantity / . 12000.00 units /

Cepus Ne ) Pa3mep cepun * 12000.00e puHAL
Analytical Repovrt No./ . 040002543312 Date of Analysis / . 05/06/2024
AHaJluTHYecKHii oTuer Ne Hdarta aHanunsa

Date of Manufacture / . 05/2024 Date of Expiry / . 04/2026

JlaTa npousBoacTBa T'open no

Mfg. License No. /

I[MpouseoacTBEHHAS : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JuueHsus Ne

Analysis performed according ND / Auann3s nposeaed no H/I: JITT-Ne(001336)-(PI'-RU)-251022

PageSof6/Ctp. 5u3 6

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

IIpousBoautens ADC, cTpana: Aaptu [parc JItn., Muaua

izr:s%;c(:::gs’ ;;l:l/l(g;ﬁtrlgln sli\tI: /fgeleaslzl:i te / Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
g Solan (HP) 173205, India (License No MNB/05/263) /

HaumenoBanue €C 4 HOMep JHUNeH3HH
» AP °p T H-p Pennu’c Jlaboparopuc JIta., Unnus, IIpoussoacTeeHHoe
IUTOINAAKH, OCYLIeCTBJISAIOLIEH
noapasaeneune-6, Bunnamk Kxons, Hanarapx Poyn, banau,
NPOU3BOACTBO/KOHTPOJIb KAYeCTBA/BBIMYCK
LJID / Conau Jluctpukr, X.JI1. 173205, Unaus (JInuenzus 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 testing records are verified and their
compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

3akJ/0ueHne 0 cooTBeTCcTBHA: «HacTosmumM s IOATBEpXKAAlO0, YTO IpHBEECHHAs BbIle HHPOpMAaLUs SBIAETCS
JIOCTOBEPHOM M TOYHOH. DTa cepHs MPOAYKIMH NpOW3BeAeHa (BKIIOYas YHAKOBKY (MapKHpPOBKY) M KOHTPOIIb
KadecTBa) Ha BBINICYKAa3aHHOW IIPOM3BOACTBEHHOM IUTOmanke (IUIOMIAAKax) B IIOJHOM COOTBETCTBHH C
TpeboBanmsMu [IpaBun Hamiexameld MPOU3BOJICTBEHHOMN IIPAKTUKH EBPa3sHiiCKOro 3KOHOMHUYECKOT0 coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsiops 2022) u TpeOOBaHWSIMH KOHTpPOJIA KauecTBa JIEKAPCTBEHHBIX
CPEICTB, a TaKXe B COOTBETCTBHHU CO CHeNM(PUKAIIMAMY, COAEPKAIIUMHUCS B PETHCTPALIMOHHOM I0ChE CTPaHbI-
HMIIOpTEpa. 3alucH IO NPOM3BOJCTBY, YIAKOBKE M aHAIM3Y IIPOBEPEHBI, U YCTAHOBICHO HX COOTBETCTBUE
TpebosanusaM [IpaBi Haexares Npou3BOACTBEHHOM npakTHKH EBpasuiickoro 3K0HOMHYECKOTO COKO3a.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: [IpoaykT cooTBeTCTBYET TpeboBaHusAM HJI 3akmouenue: OJJOBPEHO
Prepared by / a Checked by / Approved by: Manager/Executive /
Moarotoeneno:Pravesh Rana [/ IIposepeHo: a Kant Onobpeno: Menemxep / Pykoponnrens
Pavan Kumar Sharma den——

f - -
Reprint Date /05.06.2024 Reprint Date /05.06.2024 Reprint Date /05.06.2024
Jara: Jara: JlaTa:

Registerad Office: 8-2-337, Road ilo. 3, Banjara Hills, Hyderabad - 5000324, Telangana, India
Tel: +91 40 1500 2500, Fax: * 91 40 49G0 2999, Email: mail@di reddys.com
CIN: LSE185AP1984PLCO04507
wiwivdrreddys.com



.' Dr Reddy’s ":‘.

Dr. Reddy's Laboratories (td.
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDJA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHPHUKAT AHAJIU3A wwv.drreddys.com

Product ;: Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
IMpoayxr: Haiizs® Axtusrens (HUMeCYJIHI) reNb A HapyXKHOTo IpUMeHeHns, 1 %, 100 ¢

Market / Prinok : Russia / Poccus

Batch No. / . V240350 Batch Quantity / . 12000.00 units /
Cepus Ne ) Pazmep cepun * 12000.00enuumu
Analytical Repo“rt No./ . 040002543312 Date of Analysis / . 05/06/2024
AHanuTuueckuii oTuer No Jata aHasu3a

Date of Manufacture / . 05/2024 Date of Expiry / . 04/2026

Jata npousBoncrea T'onen a0

Mfg. License No. /

I[IpousBoacTBeHHAast : MNB/05/263

nuueH3usa Ne

MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)

Analysis performed according ND / Auanus npoeeaed no HJI: JIIT-Ne(001336)-(PI'-RU)-251022

Page 6 of 6 / CTp. 6 n3 6

Remarks : The Product conforms to ND/
IIpumeuanne: [Ipoaykr cooreeTcTBYeT TpeboBanusam HJL

Conclusion : APPROVED /
3akawuenue: OJOBPEHO

Prepared by /
[Toaroroeneno:Pravesh Rana

Checked by /
IIpoBepeno:Rama Kant

At

Approved by: Manager/Executive /

Ono6peno: Menemxkep / PyxoBoanTens
Pavan Kumar Sharma f;—"‘
-

Reprint Date /05.06.2024
Hara:

Reprint Date /05.06.2024
Hara:

Reprint Date /05.06.2024
Jlara:

Registered Office: 8-2-337, Road No. 3, Baniara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4800 2900, Fax: +91 40 49€0 2999, Email: mail@drreddys.com
CIN: L85255AP1984PLCO04507

wyw.drreddys.com




