Dr.Reddy’s ":'.

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 : +91 98166 56001-02
www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ilpoaykr: Haiiz® Axrusrens (HUMECYJIUA) refib I HApYXKHOro NpuMeHeHus, 1 %, 50 r

Market / Pbinok : Russia / Poccus

Batch No. / . V230992 Batch Quantity / . 23431.00 units /

Cepus Ne ) Pazmep cepun " 23431.00 enuruL
Analytical Repo:‘t No./ . 040002356723 Date of Analysis / . 29.12.2023
AHaauTuyeckuii oTyer Ne Jara aHamM3a

Date of Manufacture / . 12/2023 Date of Expiry / . 11/2025

JlaTa npou3BOACTBA I'ooen no

Mfg. License No. /

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

JIII-Ne(001336)-(PT"-RU) or 25.10.2022

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

Page1of 6/ Crp. 113 6

No /

Ne Test / Iloxkazarein

Result / PesyabTat

Specification / Hopma

1. Description / Onucanue

Homogeneous, transparent, pale-
yellow gel with characteristic odor
/ OMHOPOHBIH MPO3pAYHbIH Telb
OJIeTHO-XKENTOrO LBETA C
XapaKTEPHBIM 3araxoM

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor /
OnHOpONHBIA TPO3pauHbIA  renb OT
HecLBETHOTO 10 GJIEHO-KENITOro LBeTa
C XapaKTEepHBIM 3a11aXxoM

2. Identification / UnenTHduKkanus

2) HPLC / BO)XKX

Complies as prescribed
CooTBeTCTBYET TPeOOBAHUAM

/

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 yaepxuBaHus
OCHOBHOIO MHKa Ha XpOMaTorpamme
UCIILITYEMOTO  PacTBOpa  JOJDKHO
COOTBETCTBOBATh BpPEMEHU
yIep>XMBaHHs OCHOBHOTO IHKa Ha
KpPOMQTOTPAMM® pacTBOpa
cTaHgapTHoro obpasua HHMMecyIHaa
(paznen «KonuuecTBeHHOE
orpeneeHue»)

Remarks ;: The Product conforms to ND/

Ipumeyanue: JIpoyKT COOTBETCTBYET TpEOOBAHUAM HI[

Conclusion : APPROVED /
Zakawuenue: OJJOBPEHO

CIN: L85195AP1984PLC004507
www.drreddys.com

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosneno: Ambresh Kumar Iposepeno: Santosh Kumar Ono6peno: Menemxep / Pymnonme
Maurya Manoj Kumar
e \ h‘}‘” u -
Reprint Date / Reprint Date / Reprint Date /
Hara: 29.12.2023 o ... | Jata: 29.12.2023 Hara: 29.12.2023
R e e e

Tel: +91 40 4900 2900 Fax: +91 40 4900 2999, Emall mall@drreddys com




Dr.Reddy’s “:O

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

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

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

Tel : +91 98165 56001-02
www.drreddys.con

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
HNpoayxr: Haii3® AKTUBrens (HUMECYIU) reflb [T HapYXKHOTO puMeHend, 1 %, 50 r

Market / Peinok : Russia / Poccus

Batch No. / . V230992 Batch Quantity / . 23431.00 units /

Cepnsi Ne ) Paszmep cepun * 23431.00 exunuL
Analytical Repovrt No./ . 040002356723 Date of Analysis / . 29.12.2023
AHanauTuyeckuii oTyer Ne JaTta aHaqm3a

Date of Manufacture / . 12/2023 Date of Expiry / . 11/2025

JaTa npousBoacTsa I'onen no

Mfg. License No. /

IIpousBoacTBenHasn : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JauueH3us Ne

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

JITI-N2(001336)-(PI"-RU) oT 25.10.2022

Page2 of 6/ CTp. 2 u3 6

b) UV spectrophotometry / Y-
cnekTpodoTo MeTpus

Complies as prescribed
CooTBeTCTBYET TpeOOBaHUAM

/

UV absorption spectrum of the test
solution should have absorption
maximum at 3975 nm / Y®-cnekrp
MOIJIOLIEHHsT MCIBITYEMOIO pacTBOpa
JIOJDKEH UMETh MAKCHMYM TTOTJIOLICHHUS
ripu 397+5 HM

3. | Weight of package contents / 51g/Slr According to Rus. Ph. / B cooTBercTBUU
Macca cogepxKuMoro ¢ tpebosanusamu 'O PO
YNAKOBKHM

4. | pH 3.25 2.5t04.5/0t12,5 no4,5

5. | Viscosity / BaskocTs

985.7 centipoise /
985.7 canTumyas

400 to 1,200 centipoise /
Ot 400 go 1200 cantunyas

6. | Impurities / Ilpamecn

i. | Impurity C/

Not detected / He 0OHapykeHa

Not more than 0.50 % /

ITpumecs C He 6onee 0,50 %
ii. | Impurity D/ Below LOD (LOD = 0.02 %) / Not more than 0.50 % /
[Tpumecs D He 6onee 0,50 %
Hwxe npenena obuapyxenus (I10
=0.02 %)
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Ipumeuanne: [IponykT cooreTcTBYET TpeboBanusm HJL

3akuarouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosneno: Ambresh Kumar [Tpoeepeno: Santgsh Kumar Ono6peno: Menemxkep / Pykosoaurens
Maurya C)g{" Manoj Kumar t(
e gt
Reprint Date / Reprint Date / Reprint Date /
Jlata: 29.12.2023 N )IaTa 29.12. 2023 IIaTa 29.12. 2023 .

TeI +91 40 4900 2900 Fax: +91 40 4300 2999 Emall mall@drreddys com
CIN: L85195AP1984PLC0O04507

i

www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddj,
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® AxTuBress (HUMECYJIHA) el JUIS HAPY)KHOTO NpuMeHenus, 1 %, 50 r

Market / Poinok : Russia / Poccus

Batch No. / . V230992 Batch Quantity / . 23431.00 units /

Cepusi Ne ) Pasmep cepuu * 23431.00 equnuIg
Analytical Repo:‘t No./ . 040002356723 Date of Analysis / . 29.12.2023
AHaNMTHYECKHIT 0THeT No Jata aHa/m3a

Date of Manufacture / . 12/2023 Date of Expiry / . 11/2025

Jara npou3BoACTBA TI'open oo

Mfg. License No. /

IIpousBoACTBEHHAN : MNNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JunueHsus Ne

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

Analysis performed according ND / Anaan3 nposeaen no HJI: JITI-Ne(001336)-(PT-RU) dt. 25.10.2022 /

Page3 of 6/ CTp.3 13 6

iii. | Any other impurity / 0.04% Not more than 0.50 % /
Jro6as apyras npuMech He 6omnee 0,50 %

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

7. | Microbial purity* / MukpoOHnoJiornyeckas 4ucrora*

i. | Total Aerobic Microbial Count /
O611ee 4yucno adpoOHBIX MUKPO-
OpraHu3MOB

05 CFU/g /
05 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Total Combined Yeast and
mould count / Ob1ee yncio
JPONOKEBBIX M TUIECHEBBIX
rpuboB

ii.
iii, | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

Less than 10 CFU/g/
Menee 10 KOE/r

Absentin1 g/
OtcyrcrByerB 1T

Absentin1 g/
OrcyrcTByerB 1 T

Not more than
He 6onee 10 KOE/r

10 CFU/g

Should absentin 1 g/
OtrcyrctBUe B 1 T

Should absentin 1 g/
OtcytcrBUe B 1 T

8.

Assay / KosinyecTBeHHOE onpeeeHne

Remarks : The Product conforms to ND/
Ipumeyanue: [IpoaykT cooTBeTCTBYET TpebopanusaM HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Jara: 29,12.2023

Noicio ot ATFe o

Jaza; 29.12.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[oaroroeneno: Ambresh Kum IIposepeno: Santosh Kumar Onobpeno: Menemxep / Pykosoauzeits

@& Maurya gﬁf Manoj Kumar {h o
Reprint Date / Reprint Date / Reprint Date /

J flata 2912 2003

: T

= = - 7 T L e
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIN3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-5

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sofan, H.P., 173 2G5, INDIA
Tel : +91 98166 56001-02
www.drreddys.con

Product : Nise Activgel (nimesulide) gel for

external use, 1 %, 50 g

ITpoaykT: Haii3® AKTHBrenb (HUMECYNHE) Iellb JUIs HApY»KHOTO pUMeHeHHs, 1 %, 50 r

Market / Poinok : Russia / Poccus

Batch No. / . V230092 Batch Quantity / . 23431.00 units /

Cepusi No ) Pasmep cepun * 23431.00 enuHuIL
Analytical Repovrt No./ . 040002356723 Date of Analysis / . 29.12.2023
AHaJMTHYeCcKHil oTyeT No JaTa ananuza

Date of Manufacture / . 12/2023 Date of Expiry / . 11/2025

JlaTa npou3BOACTBA Toxen po

Mfg. License No. /

IIpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PI™-RU)
JuueH3ns Ne

Analysis performed according ND / Auanu3s nposeaen no HJI: JIII-Ne(001336)-(PT'-RU) dt. 25.10.2022 /

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

Page4 of 6/ CTp. 4 3 6

Nimesulide /
Humecynun

10.01 mg/ 10.01 mr
(100.1 %)

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

Or 9,0 MI" 1O 11,0 mr Ci13H12N205S
(gumecyun) (ot 90,0 % 1o 110,0 % ot
HOMHHAJILHOTO cofiepkanus) B 1 r rens

9. |Dimethyl sulfoxide /
JMumernncynsdoxceun

99.8 %

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

Ot 90 % no 110 % C;HgOS
(mumeTuncynbpOKCHA) OT
HOMHHAJIEHOT'O COAEPIKaHUA

10. |Package/ YnaxoBka

JIJAMUHHPOBAHHOI'O aJIOMHHUS,

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
CHaOXXeHHYI0O MeMOpaHOH JuIi KOHTPOJIA
nepBoro BCkpeITHA. Kaxayro TyOy BMecTe ¢ HHCTPYKLMEH 110 MEIULMHCKOMY
NPUMEHEHHIO MOMELIAIOT B NAYKy 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.

*[Ioka3zaTesib MOKET OTCYTCTBOBATH B cepTH(HKATe aHAIN3a Npou3BoauTens. Ilpoussoaurens
rapaHTHpYeT Ka4yecTBO Npenapara Mo 3THM IoKa3aTe/IaM.

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

Ipumeyanne: [IpoaykT cooTBeTcTBYeT TpeboBanuam HJI 3akmouenne: OJIOBPEHO

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

[ToarotoeneHo: Ambresh Kymar [Tpoepeno: Santosh Kumar Onobpeno: Menemxep / Pykopoanrens
& Maurya g__(l-( Manoj Kumar \h}l ,'":L

Reprint Date / Reprint Date / Reprint Date /

Hara: 29.12.2023 L I[aTa 29. 12 2023 | JIaTa 29. 12 2023 }

,-u‘

TeI + 91 40 4900 2900 Fax +91 40 4900 2999 Emall mall@drreddys com

CIN: L85195AP1384PLC004507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

@ o
DI’. Reddy,s ‘-... Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddii,
Distt. Solan, H.P., 173 205, IND|A
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS  Www.drreddys.com

CEPTUPHUKAT AHAJIU3A
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoaykr: Halizs® Akrusrens (HimMecyiul) reab ojs HapyAKHOro npumenenns, 1 %, 50 r
Market / Pbltok : Russia / Poccus
Batch No. / . V230992 Batch Quantity / . 23431.00 units /
Cepus Ne ) Pa3mep cepuu * 23431.00 eauHHMLL
Analytical Repo:‘t No. / . 040002356723 Date of Analysis / . 20.12.2023
AHaauTrnueckuii oryeT No Hdara ananusa
Date of Manufacture / . 12/2023 Date of Expiry / . 11/2025
Jara npon3zBoacTBa Topen no
Mfg. License No. /
IIpou3BoacTBeHHAs! : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JnueH3uss Ne
Analysis performed according ND / Auasin3 nposeaen no H/: JIIT-Ne(001336)-(PT'-RU) dt. 25.10.2022 /
JITI-Ne(001336)-(PT'-RU) ot 25.10.2022

Page S5of 6/ Crp. 5u3 6

API name (INN) / Haumenosanue ADC Nimesulide / Humecymu

| (VIHF):
API manufacturer batch number / NMS/13080769
Homep cepun npouszpoaurensa A®C:
FP Manufacturer API Batch number /
Howmep cepnu cyOcTaHIHH FEQAO00580
npouspoauteasn ['JIP:
API Manufactured by & country / Aarti Drugs Ltd., India /
ITpousoanrens APC, cTrpasa: Aaptu Hparc JItn., Uaaus
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) /
HaunmeHoBaHHe, agpec H HOMep J-p Pennu’c Jlaboparopuc Jlta., Unnus,
JIHIEH3HH IJIOMAAKH, [pouzBoacTBeHHOE NoApa3feneHue-6, Buinamk Kxos,
OCyIeCTBIISIIOLIeH Hanarapx Poyn, bagnu, Conan Jucrpukt, X.I1. 173205,
[IPOH3BOACTBO/KOHTPOIb Nuus (JTuuenszus Ne MNB/05/263)
kauecTBa/BhinycK 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».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeyanne: [Ipogykt cooTBeTcTBYET TpeboBanusam HJI 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarororneno: Ambresh Kumar [Tporepeno: Santosh Eumar Ono6peno: Menemxkep / Pykoponutens
Maurya X~ Manoj Kumar @i

Reprint Date / Reprint Date / Reprint Date /
Hara: 29.12.2023 _ | Jata: 29.12.2023 . Hara: 29.12. 2023

ORI OO T e e T oo T, Mo OT O, o, DR ora TS, Tyue

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999 Email: mall@drreddys com
CIN: L85195AP1884PLC004507
www.drreddys.com




Qe Dr. Reddy's Laboratories Ltd.
Dr. Red dy,s .. Formulation Unit-6
¢ Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS  yyw.drreddys.com

CEPTHOUKAT AHAJIU3A

Product ; Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
TMpoaykr: Haii3® AKXTUBrenb (HUMECYIIH) Iellb JULT HApY#HOTO MPHMEHEHNA, 1%,50r

Market / Peinok : Russia / Poccus

Batch No. / . V230992 Batch Quantity / . 23431.00 units /

Cepus No ) Pazmep cepun * 23431.00 enuuHul
Analytical Repovrt No./ . 040002356723 Date of Analysis / . 20.12.2023
AHanutuuyeckuii oryet No Jarta ananusa

Date of Manufacture / . 12/2023 Date of Expiry / . 11/2025

JiaTta npon3BojcTsa T'onen oo

Mfg. License No. / :

IIpou3BoACTBEHHAs : MNB/05/263 MA number: / Homep PY : JII1-Ne(001336)-(PT-RU)
anuensua Ne

Analysis performed according ND / Ananus nposeaex no HJI: JITI-Ne(001336)-(PT-RU) dt. 25.10.2022 /
JIIT-No(001336)~(PT-RU) o1 25.10.2022

Page 6 of 6 / CTp. 6 13 6

JaKJII09eHHE 0 COOTBeTCTBHH: «HACTOSIIAM s IOTBEPIKIAIO, YTO IPHUBE/ICHHAS BhIIe HHGOPMAIIHs SBIICTCS
JXOCTOBEPHOM M TOYHOM. DTa cepys MPOAYKIMH MpOM3BeNeHA (BKIFOYAsd YIaKOBKY (MapKupOBKY) X KOHTPOIIb
KayecTBa) Ha BBINICYKA3aHHOM NPOM3BOIACTBEHHON IUIOMAnKe (IUIOIaAKaX) B IONHOM COOTBETCTBHH C
TpeboBanusaMH 1IpaBui Ha/uIexalneil MpoM3BOACTBEHHON IPAKTHKH EBpa3suiickoro 3KOHOMHYECKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsabps 2022) m TpeOOBaHHUAMH KOHTPOJI KadeCTBa JIEKAPCTBEHHBIX
CPEZCTB, a TAKXKe B COOTBETCTBHH CO CIEIH(HUKAUMAMH, COACPXKAIUMHUCS B PETUCTPALHOHHOM NI0CHE CTPaHBI-
MMIIOpTEpa. 3alMCH 110 MPOW3BOJCTBY, YNAKOBKE M aHAIX3y MPOBEPEHBI, M YCTAHOBICHO HX COOTBETCTBHC
TpeGosarmaM [IpaBui HauIeXaIeR IIPOU3BOICTBEHHON IIPaKTUKY EBPa3HiiCKOT0 SKOHOMHUIECKOTO COK03a).

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

ITpumeyanue: [Ipoaykt cooTserTcTByeT TpebosanuaM HJT 3akmogenne: OJJOBPEHO

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

Noaroroeneno: Ambresh Kumar TIpoeepeno: Santogh Kumar Onobpeno: Menemkep / Pykosoaurens
Maurya X Manoj Kumar M

Reprint Date / Reprint Date / Reprint Date /

Hata: 29.12.2023 Hara: 29.12.2023 Jara: 29.12.2023

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



