Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Dr. Reddy's Laboratories [td,
Formulation Unit-6

Vill. Khol, Nalagarn Road, Baddi,
Distt. Soian, H.P., 173 205, INIDJA
Tel : +91 98166 56001-02
wyswdrreddys.cotr

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoaykr: Hajiz® AkTusrens (HUMeCyan/) relib 4715 HapYKHOro NpuMeHenus, 1 %, 50 r

Market / Pu1tok : Russia / Poccus

Batch No. / . Batch Quantity / . 23392 units /

Cepus Ne g V240434 Pa3mep cepun " 23392 enuHun
Analytical Repo:‘t No. / . 040002587126 Date of Analysis / . 03.07.2024
AHanuTHYeCKUii 0TYeT No JlaTta ananuza

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2026

JaTa npou3BoACTBA Tonen go

Mfg. License No. /

IIpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JinueH3us Ne

Analysis performed according ND / Auasiu3 nposexes no HJI: JIIT-Ne(001336)-(PT-RU)-251022

Page1 of 6/ Crp. 113 6

No/

Test / ITokazarean
Ne

Result / PesyabTar

Specification / Hopma

1. | Description/ Onucanne

Homogeneous, transparent, pale-
yellow gel with characteristic odor /
OpHoponHbIA MPO3pauHbId  renb
6JIe AHO-XKETOr0 uBeTa c
XapaKTepPHBIM 3aMaxoM

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor /
OpHOpOAHBIM MpPO3pauHbli rejib  OT
GecLBETHOrO 0 OJIEAHO-KENITOrO LBEeTa
C XapaKTepHbIM 3araxom

Identification / UnenTundpuranus

2) HPLC / BDXKX

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 yneprkuBaHus
OCHOBHOIO MNHKa Ha XpoMaTorpamme

HCMBITYEMOrO  pacTBopa JIOTDKHO
COOTBETCTBOBATH BpeMeHH
yAep>KHBaHHd OCHOBHOTO MMKa Ha
XpOMaTorpamme pacTBopa
cTaHaapTHoro obpasua HHUMECYJIUaa
(pa3nen «KonugecTseHHOE
OTIPE/ICTICHUEY)

Remarks : The Product conforms to ND/

puveyanne; [Iponykr coorBeTcTRYET TpeboBanMsaM HJI

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /
[ToarorosneHo: Santosh Kumar
Maurya '

et

Checked by /
[posepeno: Pawan Kumar

.

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / Pykosoautens

Manoj Kumar .‘ ! ﬂ

Reprint Date /
Jata: 03.07.2024

Reprint Date /
Jara: 03.07.2024

Reprint Date /
Jara: 03.07.2024

Rogisterad Oificer 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500024, Telangana, india

Tel: +90 8 480 1500, Fr

wunwdrieddys.com

4500 2999, Eniail: maill@drreddys.com
\P1984PLCO04R0T
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CEPTUOUKAT AHAJIU3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoayxr: Hai3® Akrusreib (HUMECYNH) reb MUl HAPY)KHOTO npumenenus, 1 %, S0 r

MarKket / PorHok : Russia / Poccust
Batch No. / . Batch Quantity / . 23392 units /
Cepus No § V240434 Pasmep cepun © 23392 epuHyn

Analyvtical Report No. /

Adanuruyecknii oryet No

: 040002587126

JlaTa aHanu3sa

Date of Analysis /

N N ANN
. 03.07.2024

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2026

JlaTa npon3BoaCTBA T'oneH o

Mfg. License No. /

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

anuen3usa Ne

Analysis performed according ND / Anann3 nposeaen no HJI: JIIT-Ne(001336)-(PI'-RU)-251022

Page2 of 6/ Ctp. 2 13 6

b) UV spectrophotometry / Y®-
cnexkTpodoTo METpHs

Complies as prescribed
CooTtBeTcTBYET TPEOOBAHUAM

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / Y®-cnektp
MOIJIOLIEHUsT HCIBITYEMOTO  pacTBopa
JIOJDKEH UMETh MaKCHMYM IOTJIOLICHHS
nipu 39745 M

3. | Weight of package contents / 50g/50r According to Rus. Ph. / B coorBercTBUM
Macca cogep:KkHMOro ¢ Tpedopanusmu ['® PO
YIAKOBKH

4. | pH 3.23 2.5t04.5/0t12,5 no4,5

5. | Viscosity / Bazkoctb 929 .4 centipoise / 400 to 1,200 centipoise /

929.4 cauTHmyas Ot 400 no 1200 cantunyas

6. | Impurities / lIpumecn

i. | Impurity C/ Not detected / ne obHapyxeHa Not more than 0.50 % /

[Tpumecs C He 6onee 0,50 %

ii. | Impurity D/ Below LOD (LOD = 0.02 %) / Huxe Not more than 0.50 % /
HpHMeCL D npenena o6uapyxenus (I10 = 0.02 %) He 6onee 0,50 %

iii. | Any other impurity / 0.03% Not more than 0.50 % /
Jlrobas npyras npumechb He 6onee 0,50 %

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

Npumeuanue: I[Ipoaykr cooTBeTcTBYET TpeOoBanusm HJ{

Zaxmwouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneno: Santosh Kumar [Tporepeno: Pawan Kumar Onob6peHo: Menemxep / PykoBogurens
Maurya Manoj Kumar '

e
Reprint Date / Reprint Date / Reprint Date /

Jara: 03.07.2024

Jlata: 03.07.2024

Jlara: 03.07.2024
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Dr. Reddy's Laboratories It

Formulation Unit-6

Vill. Khol, Nalagarn Road, Baddi,
Distt. Soian, H.P, 173 205, iNDIA

Tel - +91 98166 56001-02

s drieddys.com

CEPTHOUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoaykr: Haiis® AxTUBrens (HUMECYNU) renb s Hapy)KHOTO mpuMeHeHus, 1 %, 50 r

Market / PbrHok : Russia / Poccns

Batch No. / V240434 Batch Quantity / . 23392 units /

Cepusi Ne Pa3zmep cepun 23392 equHuL
Analytical Repovrt No. / . 040002587126 Date of Analysis / . 03.07.2024
AHaJuTHyeckui oTyer No Jdata ananusza

Date of Man ufacture / . 06/2024 Date of Expiry / . 05/2026

JlaTa npou3BoACTBa T'onen fo

Mfg. License No. /

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

Analysis performed according ND / Ananu3s nposegen no HJI: JITI-Ne(001336)-(PI'-RU)-251022

Page3 of 6/ Ctp. 3u3 6

iv. | Total impurities / 0.0347% Not more than 1.50 % /
CymmMma npumeceit He 6onee 1,50 %

7. | Microbial purity* / MukpoOHoJioruyeckas Yucrora*

i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
O6u1ee yncito aspoOHBIX MUKPO- He 6onee 100 KOE/r
OpraHu3MOB

ii, | Total Combined Yeast and NA Not more  than 10 CFU/g
mould count / Ob1ee umcno He 6onee 10 KOE/r
JIPOOKEBBIX M TIECHEBBIX
rpubos

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

iv. | Staphylococcus aureus NA Should absentin 1 g/
OtcyrcTBue B I

8. | Assay/ KoanuecTBeHHOE olIpee/IeHHE

Remarks : The Product conforms to ND/
IIpumevanue: IpoaykT coorBeTcTBYET TpeboBaHmsM HJT

Conclusion : APPROVED /
3akmwuyenue: OJOBPEHO

Prepared by /
Toarorosneno: Santosh Kumar

Maurya g
=

Checked by /
IIposepeno: Pawan Kumar

: .

Approved by: Manager/Executive /

Ono6peno: Menemkep / PykosoauTtesb

Manoj Kumar

Reprint Date /
Hara: 03.07.2024

Reprint Date /
Jlara: 03.07.2024

Reprint Date /
JHara: 03.07.2024

500024,

nad - Tzlangana, india
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tol : +91 98166 56001-02
www.diteddys.com

Product : Nis¢ Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoayxr: Haiiz® Axrusreib (HUMecyna) reib A HAPYIKHOTO NpHMeHenus, 1 %, 50 r

Market / PoIHok

: Russia / Poccus

Batch No. /
Cepus Ne

1 V240434

Batch Quantity /
Pasmep cepuu

. 23392 units /
* 23392 enuHull

Analytical Report No. /

: 040002587126

AdanuTudeckuii oryer Ne

Date of Analysis /
JlaTa apanu3a

3.07.2024

[}

Date of Manufacture /

: 06/2024

JlaTa npoM3BOICTBA

Date of Expiry /
I'ogen no

: 05/2026

Mfg. License No. /

IIponspoacTBenHas

: MNB/05/263

auuensus Ne

MA number: / Homep PY

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

Analysis performed according ND / Ananu3 nposenex no HJL: JITTI-Ne(001336)-(PI™-RU)-251022

Page4 of 6/ Ctp. 4 u3 6

Nimesulide / 9.90 mg/9.90 mr 9.0 mg to 11.0 mg of C13H12N20sS
Humecynug (99.0 %) (nimesulide) (90.0% to 110.0% of label
claim)in 1 gof gel /
Ot 9,0 Mr po 11,0 mr Ci3Hi2N20OsS
(aumecymun) (ot 90,0 % no 110,0 % ot
HOMMHAJILHOTO COZIEpkaHus) B 1 T rens
9. |Dimethyl sulfoxide / 100.9 % 90% to 110% of C,HsOS (dimethyl
JdumeTriicynb(porcun sulfoxide) of label claim /
Ot 90 % mo 110 % C,HsOS
(aumeTucynbGOKCH) OT
HOMHUHAJIEHOTO COZIePIKaHHs
10. |Package/ YmakoBka 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
NIAMHHMPOBAHHOTO AIOMMHMS, CHabXEHHYI0 MeMOpaHOM 11 KOHTpOJIs
nepBoro BekpeiTHs. Kakayio TyOy BMecTe ¢ HHCTPYKLMEH M0 MEAWLHMHCKOMY
NPUMEHEHHIO MIOMELIAIOT 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.

*TloxazaTe/ b MOKET OTCYTCTBOBATH B cepTHQHKAaTe aHAIN3a Npou3BoaHTens. IIpousBoanTens
rapaHTHpyeT Ka4ecTBO NPenapara 1o 3THM MOKA3aTeIsAM.

Remarks : The Product conforms to ND/

Mpumeuanne: IIpoaykt cooTseTcTBYET TpeboBanusM HJL

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroneHo: Santosh Ku ITporepeno: Pawan Kumar OnobpeHo: Menemxep / Pykosoaurens
Maurya ﬁ Manoj Kumar 2

Reprint Date / Reprint Date / Reprint Date /

Jata: 03.07.2024 Jara: 03.07.2024 Jlata: 03.07.2024

s mail@drreddys.com

fegistered Cffica: 2-2-337, Road Ne. 2, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: 497 40 4900 2640, Faxs +31 3, Em
Clile L QEAPLCOOARGY

wrandrreddys.com
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CERTIFICATE OF ANALYSIS

Dr Reddy's Laboratories Ltd.
Formulation Unit-6

Vitl. Khol, Nalagarh Road, Baddi
Disit. Soian, H.P, 173 205, INDIA
Tel : +91 98166 56001-02

v drreddys.com

CEPTUDPUKAT AHAJIM3A

Product : Nis¢ Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoayxr: Haiis® Axrusrens (Humecynui) resb 111 HAPYAHOTO npuMeHenns, 1 %. 50 r

Market / PorHox : Russia / Poccus

auueHsus Ne

Batch No. / V240434 Batch Quantity / . 23392 units /

Cepusi Ne Pasmep cepuu 23392 epuHull
Analytical Repo:‘t No./ 040002587126 Date of Analysis/ 03.07.2024
AHanuTuuyeckuii otuer Ne Jlara aHanusa

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2026

JlaTa npousBoACTBa T'onen no

Mfg. License No. /

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

Analysis performed according ND / Ananus nposenen mo HA: JIII-Ne(001336)-(PI'-RU)-251022

Page 50f6/Crp. Su3 6

API name (INN) / Hanmenopanue A®C
(MHH):

Nimesulide / Humecynun

API manufacturer batch number /

IIpousBoaureas A®C, crpana:

Homep cepuun npoussoautesia ADC: NM§/13121242

FP Manufacturer API Batch number /

Homep cepun cydcTaHIuH FERA00269
npoussoxuressa ['JI1D:

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

Aaptn Hparc JItn., Uaaus

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

HaumenoBaHHe, aapec H HOMep
JIMIEH3HH TLIOLAIKH,
ocynecTBAsIOMeH
NPOH3BOACTBO/KOHTPO.IbL
kauecTBa/Bhinyck IJID /

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan (HP) 173205, India (License No MNB/05/263) /
J-p Pennw’c Jlaboparopuc JIta., Huaus,
[MpoussoacTeenHoe noapazaeneHue-6, Bunnamx Kxons,
Hanarapx Poya, bagau, Conan Jquctpukr, X.I1. 173205,
Nuaus (JTuuensus 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
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

full compliance with the GMP requirements of the

compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

Remarks ; The Product conforms to ND/

IIpumeuanne: ITpoaykr coorBeTcTBYeT TpeboBanmsaM HJT

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloaroroBneno: Santosh Kumar [IpoBepeHo: Pawan Kumar OpobpeHo: Menemkep / PykoBoauTeb
Maurya (= 1‘2 Manoj Kumar '

v/
Reprint Date / Reprint Date / / Reprint Date /
MHara: 03.07.2024 Hara: 03.07.2024 Jlata: 03.07.2024

fydarabad - 500024, Talangana, india
ont
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

Or. Reday's Laboratories Lid.
Formulation Unit-6
Vill. Khol, Malagarh Road, Badidj

Soian, H.P, 173 205, INDIA

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Hpoayxr: Haiiz® AxkTusrens (HUMECYN1) relb ANsl HAPY)KHOTO IpuMeHeHus, 1 %, 50 T

Market / Perhok

: Russia / Poccus

JuueH3us Ne

Batch No. / . V240434 Batch Quantity / . 23392 units /
Cepusi Ne ) Pazmep cepun * 23392 eanuuil
Analytical ReportNo./ _ . __ AR Date of Analysis / nn nm AnAA
» . 040002537120 " HERVSROFVACYE |
AHaanTHYyecKuii oTyer Ne Jarta anannsa
Date of Manufacture / . 06/2024 Date of Expiry / . 05/2026
JlaTa npou3BoacTBA Topen oo
Mfg. License No. /
ITpouseoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)

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

Page 6 of 6/ CTp. 6 u3 6

3aKJII09eHHe 0 COOTBETCTBHH: «HacTosAIIMM 51 MOATBEPIKAat0, YTO MPUBEICHHAs BbIIE HHPOPMAIU ABJIIETCS
JOCTOBEPHOM W TOYHOM. DTa cepHsl MPOAYKIMH NpOU3BeNeHa (BKIOYAs YIAKOBKY (MapKMPOBKY) U KOHTPOJIb
KadyecTBa) HA BhINIEYKa3aHHOW IPOM3BOJCTBEHHOM IUIOIafAKe (IUIOINAAKaX) B IIOJIHOM COOTBETCTBHH C
TpebosanuAMH [IpaBuil HagIexalel IPOU3BOICTBEHHON IIPaKTHKH EBpa3uiickoro 3KOHOMHYECKOTO coio3a (No
GMP/EAEU/RU/00554-2022 ot 02 ceursOps 2022) u TpeOOBaHMAMH KOHTPOJIA KadyeCTBa JIEKApPCTBEHHBIX
CPEJICTB, @ TAK)Ke B COOTBETCTBHHU CO CHEIU(PUKANMAMH, COJEPKALIMMHUCS B PETUCTPAIIMOHHOM JIOChE CTpaHbI-
UMIIOpPTEpa. 3amucH N0 NPOU3BOJCTBY, YNAKOBKE M aHANM3y IPOBEPEHBI, M YCTAHOBJICHO HX COOTBETCTBHE
tpeboBanusaM [IpaBun Haaexare Hpou3BOICTBEHHON IPAKTUKH EBpasHiiCKOro 5KOHOMHYECCKOTO COFO3a».

Remarks : The Product conforms to ND/
Ipumeuyanne: [TpoaykT cooTBeTcTBYeT Tpeboanusm HJJ

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /

Maurya

IMoarorosneno: Santosh Kumar

Checked by /
[IposepeHo: Pawan Kumar

Approved by: Manager/Executive /
Onob6peHo: Menemxep / Pykosoaurens
Manoj Kumar

el

Reprint Date /
Jara: 03.07.2024

Reprint Date /
Jara: 03.07.2024

Reprint Date /
Jara: 03.07.2024




