Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIU3A

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
Ipoaykr: Haii3® AKTHBre/b (HUMECYIHA) Ielb JUI HapYXKHOro NpuMeHeHns, 1 %, 50 r

Market / PbiHok : Russia / Poccus

Batch No. / . V230887 Batch Quantity / . 24000.00 units /

Cepust N ' Pasmep cepuu * 24000.00 exuHMI
Analytical Rep0ft No. / . 040002288809 Date of Analysis / . 24.11.2023
AnanntTuyecknii oryer No Jlara ananusa

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

JlaTa npousBoacTBa I'ogen 10

Mfg. License No. /

IIpouspoacrBeHHas : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PT™-RU)
JnueHsus Ne

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

Analysis performed according ND / Anaau3s nposeaen no HJ: JIII-Ne(001336)-(PT'-RU) dt. 25.10.2022 /

Page 1of 6/ Ctp. 1 u3 6

No/ . .

N Test / Ilokazarean Result / PesyabTaT Specification / Hopma

1. Description / Onucanue Homogeneous, transparent, pale- Homogeneous, transparent, colorless to
yellow gel with characteristic odor | pale-yellow gel with characteristic odor/
/ OpHOpPOAHBIH IPO3paYHbIH resb OmHOpOOHBIA MPO3payHbId  refb  OT
6J1enHO-KENTOro 1BeTa ¢ GeCLBETHOrO A0 HJICIHO-KENTOro BETa
XapaKTePHBIM 3aIlaXoM C XapaKTepHBIM 3a11aXxoM

2. Identification / UnenTuduxanns

a) HPLC / BOXX

Complies as prescribed
CooTBeTCcTBYET TpeOOBAaHHUIM

/

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 ynep>KuBaHHS

OCHOBHOIO 1lIMK4 H4 XpOMalolpamme
HCTBITYEMOTO pacTBOpa  JOJDKHO
COOTBETCTBOBATH BpeMEHH!
yAep>KMBaHHsS OCHOBHOTO IMKa Ha
XpoMaTorpamme pacTBOpa
cTaHgapTHOro obpasna HHUMeECYJIHAa
(paznmen «KomuuecTBeHHOE
omnpeleiCHUE)

Remarks : The Product conforms to ND/

Ipumeuanue: [Iponykr coorBercTByeT TpebosanusiM HJL

Conclusion : APPROVED /
3axawuenune: OJOBPEHO

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

[Moaroroeneno: Ankit ﬂ [Iporepeno: Santosh Kumar Qno6peno: Menempkep / Pykoroaurtenn
/ Maurya Q- Kusum lata : E o —

Reprint Date / Reprint Date / Reprint Date /

Hara: 24.11.2023 JHara: 24.11.2023 Jata: 24.11.2023

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: L85135AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A

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
Iponykt: Haii3® AxtuBrens (HUMECYNH/) refib Il HApYXKHOIO NpuMeHeHus, 1 %, 50 r

JauueH3ust Ne

Market / Poinok : Russia / Poccus

Batch No. / . V230887 Batch Quantity / . 24000.00 units /

Cepus Ne ) Pasmep cepuu * 24000.00 enyHuL
Analytical Report No./ . 040002288809 Date of Analysis / . 24.11.2023
AHanuTHyecKkMii oTyeT No JlaTta anaausa

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

Jara npou3BoACTBa I'ogen po

Mfg. License No. /

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

JITT-Ne(001336)-(PT-RU) ot 25.10.2022

Analysis performed according ND / Ananus nposegen mo HJI: JITI-Ne(001336)-(PI'-RU) dt. 25.10.2022 /

Page2of 6/ Ctp.2u3 6

b) UV spectrophotometry / Y®-
CrIeKTPOHOTO METPHS

Complies as prescribed
CootsetcTBYeT TpebOBaHUAM

UV absorption spectrum of the test
solution should have absorption
maximum at 3975 nm / Y®-cniektp
TIOIJIOIIEHUST HKCIBITYEMOro pacTBOpa
JOJDKEH UMETh MaKCHMYM IOTJIOIICHHS
npu 3975 um

1039 canTumyas

3. | Weight of package contents / 51g/S1lr According to Rus. Ph. / B cooTeeTcTRHM
Macca cofiep:KkHMOro ¢ Tpe6oanuamu ['® PO
YIAKOBKH

4. | pH 3.28 2.5t04.5/012,5 no 4,5

5. | Viscosity / BazkocTb 1039 centipoise / 400 to 1,200 centipoise /

Ot 400 no 1200 cantunyas

6. | Impurities / Ilpapmecn

i. | Impurity C/
IMpumecs C

it. | Impurity D/

ITpumecs D

iii. | Any other impurity /
JIrobas qpyras nmpuMech

Not detected / He ofHAPY¥EHA

Not detected / He o6Hapy>xeHa

0.001%

Not more than 0 S0 % /
He 6onee 0,50 %

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

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

Remarks : The Product conforms to ND/

Ipumeuanne: IIponykr coorsercTByet TpeboBanusim HJI

Conclusion : APPROVED /
3akawyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarororneHo: Ankit /f IposepeHo: Santosh Kumar Ono6Gpeno: Menemxkep / PykoBoautesnsb
L Maurya ’ Kusum lata \ o
Ja NN
Reprint Date / Reprint Date / Reprint Date /
Mara: 24.11.2023 Jara: 24.11.2023 Hara: 24.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangans, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

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
Ipoaykr: Haiis® AkTUBresb (HHMECYNN) refib A HApyKHoro fpumenerns, 1 %, 50 r

Market / PeiHok : Russia / Poccus

Batch No. / . V230887 Batch Quantity / . 24000.00 units /

Cepust No ) Pasmep cepuu * 24000.00 exuHuL
Analytical Rep0j‘t No. / . 040002288809 Date of Analysis / . 24.11.2023
AHanutuyeckmii otyet Ne JlaTa ananu3a

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

JlaTa npou3BOACTBA I'onen o

Mfg. License No. /

Ilpou3BoAcTBeHHAS : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
JuueH3us Ne

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

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

Page30f 6/ Ctp.3m3 6
iv. | Total impurities / 0.001% Not more than 1.50 % /
CymMa npumeceit He 6onee 1,50 %
7. | Microbial purity* / Muxpo6noaoruyeckas 4ucrora®
i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g/
O61ee yncso adpoOHBIX MUKPO- He 6onee 100 KOE/r
OpraHU3MOB
ii. | Total Combined Yeast and NA Not  more  than 10 CFU/g /
mould count / Obiee uncio He 6onee 10 KOE/r
JPO}OKEBBIX M TUIECHEBBIX
rpuboB
ii. | Pseudomonas aeruginosa NA Should absentin 1 g/
OrcyrcTBUe B 1 T
iv. | Staphylocaccus aurens NA. Should absentin 1 g/
OrcyrcTBHE B 1 T

8. | Assay/KonnyecTBeHHOe onpeseeHue

Remarks : The Product conforms to ND/
Ipumeyanne: [Ipogykt cooTBercTBYeT Tpebosanusm HJI

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[onroroeneno: Ankit /\ P IporepeHo: Santosh Kumar Onobpeno: Menemkep / Pykopoautens

[ Maurya L Kusum lata P
Reprint Date / Reprint Date / Reprint Date /

Hata: 24.11.2023

Hara: 24.11.2023

Jara: 24.11.2023

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: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s Qf‘

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

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

CERTIFICATE OF ANALYSIS 1o/ : 491 98166 56001-02

CEPTU®UKAT AHAJIM3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr: Haiiz® Axrupresb (HUMECYJIHI) Ienb ISl HAPY)XKHOTO NpuMeHerus, 1 %, 50 r

Market / PoiHok : Russia / Poccus

Batch No. / . V230887 Batch Quantity / . 24000.00 units /

Cepusi No ) Paszmep cepuu © 24000.00 enuaKLl
Analytical RepOft No./ . 040002288809 Date of Analysis / . 24.11.2023
AHaNUTHYECKHii 0THeT Ne JaTta anaausa

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

JaTa npon3BOACTBA T'open g0

Mfg. License No. /

IIpousBoacTBeHHAs : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JinueH3usi Ne

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

JIII-Ne(001336)-(PI'-RU) oT 25.10.2022

Pagc4 of 6/ Crp. 4 u3 6

Nimesulide /
Humecynun

9.83 mg/9.83 mMr
(98.3 %)

9.0 mg to 11.0 mg of C13H12N20sS
(nimesulide) (90.0% to 110.0% of label
claim) in 1 g of gel /

Ot 9,0 Mr o 11,0 mr Ci3H12N20s5S
(aumecymun) (ot 90,0 % no 110,0 % ot
HOMMHAJILHOI'O CofiepkaHus) B 1 r res

9. | Dimethyl sulfoxide /
Jumernicyabgoxcun

99.1 %

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

Ot 90 % nmo 110 % C;HsOS
(nuMeTHACYNB(QOKCHI) OT
HOMMHAJIBHOTO COAEPIKAHUSA

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. / [To 50 r B Ty6y u3
JIAMMHHPOBAHHOTO ATIOMMHMA, CHaOXKeHHYI0O MeMOpaHOH Jjid KOHTPOJIA
nepBoro BCkpeiTHs. Kaxayio Ty0y BMeCTe ¢ HHCTPYKLHEH 110 MEAULMHCKOMY
NPUMEHEHHUIO MOMEIIAIOT B [1a4Ky 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.
*Tloka3aTesib MOXeT OTCYTCTBOBATH B ceprudukaTe ananu3a npouspogures. Ilponssoaurens

rapaHTHpPYeET Ka4eCTBO Npenapara 1o 3THM Ioxka3aTeJ M.

Remarks : The Product conforms to ND/

pumeuanue: [IpoaykT cooTBeTCTBYET TpeboBaHusaM HJJ

Conclusion : APPROVED /
3akawuenue: OJJOBPEHO

Prepared by / 8 Checked by / Approved by: Manager/Executive /

[Noarotosneno: Ankit A ) [Mpoeepeno: Santosh IK(umar Omobpeno: Menemxkep / P'ykosoauren
17 Maurya 7 Kusum lata %/

Reprint Date / Reprint Date / Reprint Date /

Jara: 24.11.2023 Jlara: 24.11.2023 JlaTta: 24.11.2023

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: L85135AP1984PLC004507
www.drreddys.com




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

Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIN3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr: Haiis® Axtusrens (HUMECYNUN) refib JUIL HApYXKHOTO puMeHenus, 1 %, 50 r

Market / Peinox : Russia / Poccust

Batch No. / . V230887 Batch Quantity / . 24000.00 units /

Cepus Ne ) Pasmep cepuu ' 24000.00 enqyHML
Analytical Repourt No./ . 040002288809 Date of Analysis / . 24.11.2023
Anaautuyeckuii oruer Ne JlaTa anaau3a

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

JaTa npousBoacTBa TI'onen go

Mfg. License No. /

IIpousBoacTBeHHAas1 : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PI™-RU)
JHUeH3uA Ne

Analysis performed according ND / Ananu3z nposeaex no HJ: JIII-Ne(001336)-(PT'-RU) dt. 25.10.2022 /
JITI-Ne(001336)-(PI'-RU) ot 25.10.2022

Page5of 6/ Crp. 5u3 6

API name (INN) / Haumenosanue A@PC
(MHH):

API manufacturer batch number /

Nimesulide / Humecynun

Homep cepnn npoussoaureas ADC: HMBHS0s0TeS

FP Manufacturer API Batch number /

Homep cepnu cy0cTaHIMH FEQAO00580
nponssoguTean IJIPD:

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

Ipoussoaurtean APC, cTpaHa: Aaptu Hparc JIta., Uuaus
Name, address, authorization No for

FP manufacturing site / Control site /

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

Release site /

HaumMeHoBaHHe, agpec H HOMeP
JIHIEH3HH IOMIAAKH,
OCYIEeCTBJIAIOIIEH

Distt. Solan (HP) 173205, India (License No MNB/05/263) /
I-p Pennwn’c Jlaboparopuc JIta., Uunwus,
IMpouszroacTeeHHOE noapa3aenenue-6, Bunnamx Kxous,
Hanarapx Poyn, bagnu, Conan ductpukr, X.I1. 173205,

NPOU3BOCTBO/KOHTPOJIb Wnpus (JInueusus Ne MNB/05/263)

xayecTsa/Boinyck 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 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».

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Remarks : The Product conforms to ND/
Ipumeuanne: [IpogykT cooTBeTcTBYET TpeboBanusm HJI

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

[Toaroropnerno: Anlit %’) = ITpopepeno: Santogh.Kumar Qnobperio: Meremixep / Pyrosomirent
e Maurya C Kusum lata \N\EA

Reprint Date / Reprint Date / Reprint Date /

Hara: 24.11.2023 Jara: 24.11.2023 Hara: 24.11.2023

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 €3¢

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIM3A

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
www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoaykr: Haii3® AkTuBrens (HUMeCYIH) refib ANl HApY)XKHOro npumeHenns, 1 %, 50 r

Market / Pbinok

: Russia / Poccus

Batch No. / . V230887 Batch Quantity / . 24000.00 units /

Cepus Ne ) Pa3mep cepuu " 24000.00 enunAL
Analytical Repourt No./ . 040002288809 Date of Analysis / . 24.11.2023
Ananurnyeckuii oTuer Ne HaTta ananunza

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

JlaTa npon3BoacTBa TI'ogen po

Mfg. License No. /

IIpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JuueH3nss Ne

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

3aKJII0YeHHe 0 c00TBeTcTBHH: «HacTosImuM s HOATBEPKAAk0, YTO MIPUBECHHAS BIIIE HHQOPMALUS SBIIAETCS
JTOCTOBEPHOH M TOYHOM. DTa cepHsi MPOAYKIUH IPoU3Be/ieHa (BKIIOYas yIaKOBKY (MapKMPOBKY) H KOHTpOJb
KayecTBa) Ha BBIIEYKA3aHHON IIPOM3BOACTBEHHON IUIOmanKe (IUIOMIAAKaX) B IIONIHOM COOTBETCTBHM C
Tpe6oBanuamu [IpaBuil HaUTeXkKANIEW TIPOU3BOICTBEHHON PAKTHKHA EBpasHiickoro sKOHOMHYECKOTO coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceuts6ps 2022) u TpeOOBaHUSIMH KOHTPOIA KadyeCcTBa JIEKAPCTBEHHBIX
CPENCTB, a TAK)KE€ B COOTBETCTBHU CO CIIECHU(PUKAIMAMHU, COAEPKAIMMUCI B PETHCTPAIIMOHHOM J0CHE CTPAHBI-
UMIIOpTEpa. 3aliCH MO IIPOM3BOJCTBY, YNAKOBKE M aHAIM3y IIPOBEPEHBI, M YCTAHOBJICHO HX COOTBETCTBHE

Page 6 of 6 / CTp. 6 M3 6

TpeboBanusam [IpaBuiI HauiexaIeid Ipou3BOICTBEHHOM IpaKTHKU EBpasuiCKOro SKOHOMHYECKOTO COI03a.

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

Ipumeuanue: [Tponykr coorpercTBYeT TpeboBanusam HJI 3akmouenue: OJJOBPEHO

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

ITonroronneiio: Ankit Iposepeno: Santoeh Kumar Onob6peHo: Menemxkep / Pykosogurens
Maurya (;\/\_, Kusum lata Qégf g

Reprint Date / Reprint Date / Reprint Date /

Hara: 24.11.2023 Hara: 24.11.2023 Jara: 24.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2993, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




