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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

Dr. Reddy's Laboratories Lid
Formulation Unit-6

Vill. Khel, Malagarh Road, Badidi,

Distt. Solan, H.P, 173 205, INDA
Tl 491 98166 56601-02

wynvdrredidys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IHpoaykT: Haii3s® AkTHBrens (HUMeCYIHA) refib Ajld HapYKHOTO NpuMeHennus, 1 %, 50 r

Market / Poinok : Russia / Poccus

Batch No. / . V240267 Batch Quantity / . 23212 units /

Cepusi Ne Paszmep cepun 23212 egunnn
Analytlcal Repoﬂrt No. / __ . 040002507168 ?ate of Analysis / . 27.04.2024
AHanuTHYeCKH# 0T4yeT No JlaTa aHanuza

Date of Manufacture / . 04/2024 Date of Expiry / . 03/2026

JlaTa npon3BoACTBa T'open 1o

Mfg. License No. /

IIpousBoacTBeHHan : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JuueH3nst Ne

Analysis performed according ND / Anann3 nposeaed mo HJI: JITT-Ne(001336)-(PI'-RU)-251022

Page1 of 6/ Ctp. 1 n3 6

No /

Ne Test / Ilokazarein

Result / PesyabTar

Specification / Hopma

1. Description / Onucanne

Homogeneous, transparent, pale-
yellow gel with characteristic odor
/ OMHOPOIHBIM NPO3pPaYHBIi relib
6J1e IHO-KEJITOrO LIBETA C
XapaKTepHBIM 3aI1aX0OM

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor /
OpHOpPOMHBIA MPO3payHbId  rejib  OT
6eCLIBETHOTO /10 OJIeIHO-KENTOro LBeTa
C XapaKTEepHBIM 3aIaXoM

2. Identification / Unenrnduxanus

a) HPLC / BOXX

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) / Bpemst ynep>cuBaHHS
OCHOBHOIO ITHKa Ha XpoMaTorpaMmme

HCMBITYEMOro  pacTBopa  JOJDKHO
COOTBETCTBOBAThH BPEMEHH
yAEpXKUBaHHS OCHOBHOTO IIMKa Ha
XpoMarorpamme pacTBOpa
CTaHIapTHOro obpasua HUMecylIuaa
(pasnen «KonuuecTBeHHOE
OTIPEIICIICHUEY )

Remarks : The Product conforms to ND/
ITpumeuanue: [Iponykr coorBeTcTBYeET Tpebopanusam HJI

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Managgr/Executive /
[Monrororneno~Ranjeet IIpoBepeno: Santosh Kumar Onob6peno: Menemigp / PykoBoaurens
3 Maurya G,/ 2 Abhishek Chauhan ; /
T -3
Reprint Date / Reprint Date / Reprint Date /
Hara: 27.04.2024 Hara: 27.04.2024 Jata: 27.04.2024

Rugistered Office: 3-2-337, Rand No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email* mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q':‘.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
MpoaykT: Haiia® Axrueress (HUMeCymi) relib [Ais HAPYAHOTO npuMerenns, 1 %, 50 r

Market / PoiHox : Russia / Poccust

Batch No. / . V240267 Batch Quantity / . 23212 units /

Cepusa Ne i Pasmep cepun © 23212 epunun
Analytical Report No. / . 040002507168 Date of Analysis / . 27.04.2004
AHaJlUTHYeCKUiT oTyeT Ne JlaTta ananuza

Date of Manufacture / . 04/2024 Date of Expiry / . 03/2026

JaTa npousBoacTea T'ogeu no

Mfg. License No. /

IIpousBoacTBEeHHAst : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JuueH3us Ne

Analysis performed according ND / Auanns nposenen no HJI; JITT-Ne(001336)-(PI'-RU)-251022

Page2 of 6/ Ctp. 23 6

b) UV spectrophotometry / Y-
crnekTpodotTo MeTpus

Complics as prescribed
CooTBeTcTBYET TpEOOBAHHIM

/

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / V®-cnekrp
TIONNIOLICHUS  HMCIBITYEMOrO  pacTBopa
JOJKEH UMETh MaKCHMYM IMOTJIOIEHHUS
npu 397+5 UM

3. | Weight of package contents / 51g/5lr According to Rus. Ph. / B cooTBeTcTBUM
Macca cogepkumMoro ¢ TpeboBanusamu [ @ PD
YIAKOBKH
4. | pH 3.19 2.5t04.5/0t12,5 04,5
5. | Viscosity / Baskocrs 960.7 centipoise / 400 to 1,200 centipoise /
960.7 canTunyas Ot 400 o 1200 canTHyas
6. | Impurities / IIpumecn

il.

1ii.

Impurity C/
Ilpumecs C

Impurity D /
Ipumecs D

Any other impurity /
Jlrobas mpyras npumecs

Not detected / He 06HapyxeHa

Not detected / ne o6napyxena

Below BDL / Hubxe nopora perucrpanum

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

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

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

Remarks : The Product conforms to ND/
Ipumeuanne: [Nponykr coorsercTByer TpebGosauusm HJI

Prepared by /
ITonroroeneHo: Ranjeet

Checked by /

ITposepeno: Santosh Kumar
Maurya v

o

Conclusion : APPROVED /
3axkmouenne: OJJOBPEHO -
Approved by: Manages/Executive /
Onobpeno: MeHexe
Abhishek Chauhan KJ

/ PykoBoauTesnn

Reprint Date /
Jlata: 27.04.2024

Reprint Date /
Jara: 27.04.2024

Reprint Date /
Hara: 27.04.2024

Registerad Office: 8-2

Tol: +81

CIN: L§5195AP1954PLC0O0AS07
www, drreddys.com

-337, Road Ne. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
40 4500 2800, Fax: 91 30 4300 2988, Bmail: mail@drreddys.cam



Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJIU3A

Dr. Reddy's Laboratories Lid

Formulation Unit-6

Vill. Khel, Malagarh Road, Bacid,
Distt. Solan, H.P., 173 205, INDA
Tel 91 38166 56001-02

whyw drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ilponykr: Haiis® Aktuprens (HiMECYITHA) refb Ul HAPYKHOTO npuMenenns, 1 %, 50 r

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / . 23212 units /

Cepust No P V240267 Pasmep cepun " 23212 eanHun
Analytical Report No. / . 040002507168 Date of Analysis / . 27.04.2004
AHAJTUTHYECKHI 0TYeT Ne JaTa ananusa

Date of Manufacture / . 04/2024 Date of Expiry / . 03/2026

Mata npoussoncrsa T'onen g0

Mfg. License No. /

IIpousBoacTeennasn : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
JUieH3us Ne

Analysis performed according ND / Ananus nposenen no HJL: JITI-No(001336)-(PI'-RU)-251022

iv. | Total impuritics / 0.0231%

Cymma npumecei

Page3 of 6/ Crp.3u3 6

Not more than 1.50 % /
He 6osee 1,50 %

7. | Microbial purity* / Mukpo6uo/iornyeckas yucrora*

i. |Total Aerobic Microbial Count / NA
Ob1iee YHCIIO a9POGHBIX MUKPO-
OPraHu3MOB

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

ii. | Total Combined Yeast and NA
mould count / Ob1ee unucno
JIPONOKEBBIX H IJIECHEBBIX

rpudoB
iii. | Pseudomonas aeruginosa NA
iv. | Staphylococcus aureus NA

Not more than
He 6onee 10 KOE/r

10 CFU/g

Should absent in 1 g/
OrcyrctBue B 1 ¢

Should absentin 1 g/
OrcyrctBue B 1 1

/

8. | Assay/KoaunuecTBeHHOe onpeaeenne

Remarks : The Product conforms to ND/
Hpumeuanne: [Ipogykr coorserctyeT Tpedorannam HJI

Conclusion : APPROVED /
3akawouenne; OJOBPEHO

Prepared by / Checked by /

Approved by: Manager/Executive /

Jara: 27.04.2024 Jara: 27.04.2024

IMoarorosneno: Ranjeet IIporepeno: Santosh Kumar Onobpeno: Menekep / PykoBomnTens
} Maurya - Abhishek Chauhan 4
Reprint Date / Reprint Date / Reprint Date /

Hata: 27.04.2024

Registzrad Office: 8-2-237, Road Mo, 2, Banjara Hills, Hyderabad - 500034, Telancana, India
Tal: 21 40 4900 2800, Fax: +91 40 4900 2924, Email: mail@drreddys.com
CiN: L85135AP1984PLCO04AS0T

www.drreddys.com




O, Reddy's Laboiratories Lid

Formulation Unit-G

Se
Dr- Reddy,s ‘.... vill. Khol, Nalagarh Road, Baddy,

Distt, Solan, H.P, 173 205, INDig
CERTIFICATE OF ANALYSIS Tel 421 531566 56001-02
CEPTU®HUKAT AHAJIM3A wu direddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Iponykt: Hait3® AktuBrens (HUMECYJIHN) reNb I HAPYKHOTO NMpUMeHeH s, 1 %, 50T

Market / Poixox : Russia / Poccust

Batch No. / . Batch Quantity / _ 23212 units /

Cepus Ne R V240267 Pasmep cepuu " 23212 expuHUN
Analytical Repo'rt No. / . . 040002507168 lzate of Analysis / . 27.04.2024
AHAJIUTHYECKH OTYeT Ne JlaTa aHaiu3a

Date of Manufacture / . 04/2024 Date of Expiry / . 03/2026

JaTa npou3BojacTsa TI'oxen oo

Mfg. License No. /

IIpouspoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JInueH3ust Ne

Analysis performed according ND / Auanu3 nposeaes mo HJI: JITI-Ne(001336)-(PI'-RU)-251022

Page4 of 6/ Ctp. 4u3 6

Nimesulidc / 9.90 mg/ 9.90 mr 9.0 mg to 11.0 mg of C13H12N20sS
Humecymnun (99.0 %) (nimesulide) (90.0% to 110.0% of label
claim) in 1 g of gel /
Ot 9,0 mr go 11,0 mr C13H12N205S
(numecymun) (ot 90,0 % 1o 110,0 % ot
HOMHHANBHOrO cofiep)kanus) B 1 1 rens
9. |Dimethyl sulfoxide / 99.4 % 90% to 110% of C;HsOS (dimethyl
JumeTHiacyasPoxcu sulfoxide) of label claim /
0190 % no 110 % C,HsOS
(mumeTrncynbHoKcHa) oT
HOMHHAJIEHOT'O COJePIKaHHA
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 TyOy u3
JIAMUHUPOBAHHOTO AJOMHHUSA, CHaOXeHHyI0 MeMOpaHOH i1 KOHTpOJA
nepBoro BCKpbITHA. Kaxayto TyOy BMecTe ¢ MHCTPYKLMEH 110 MEIULIUHCKOMY
MPUMEHEHHIO [IOMEIAIOT 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.
*IIoka3aTesib MOKET OTCYTCTBOBATHL B cepTudHKaTe aHann3a npou3soauTtens. Ilponssoaurenn
rapasTHpyeT KAa4eCTBO MPenapaTa 1o 3THM NOKa3aTeJIsiM.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: IlponykT cooTBeTcTBYET Tpebopanusm HJJ 3akauenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moarotosneno: Ranjeet Iposepeno: Santosh Kumar Ono6peno: Menemxep / Pykosonurens
Maurya Abhishek Chauhan
6\)} F= /’f
Reprint Date / Reprint Date / Reprint Date / W'
Jara: 27.04.2024 Jlata: 27.04.2024 Hara: 27.04.2024

Rezistered Office: 8-2-337, Road No, 3, Banjara Hills, Hyderahad - 500024, Telangana, India

Tal: 401 40 4260 2000, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1G84PLC0O04507
www.drreddys.com




Dr.Reddy’s ‘%.'

- R ) Py Ry P P S|
D R:C‘x:‘i/ s Labovatories G

Formuiation Unit-&

Wil hol, Malagarh Road, Bacidi

Disth. Solan, H.P, , NI

CERTIFICATE OF ANALYSIS "' ¢ ,
CEPTUHOUKAT AHAJIM3A WAL SEyS.coM

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Hpoaykr: Hait3® AkTuBress (HMMecyii) reb U1 HAPYIKHOrO npuMesenus, 1 %, 50
Market / Poinox : Russia / Poccus
Batch No. / . Batch Quantity / . 23212 units /
Cepun Ne P V240267 Pasmep cepun " 23212 efuHUL
Analytical Report No. / . 040002507168 Date of Analysis / . 27.04.2004
AHANHUTHYECKHI OT4eT Ne T Jlara ananusa
Date of Manufacture / . 04/2024 Date of Expiry / . 03/2026
Hata npouseoacrea I'ogen o
Mfg. License No. /
IlpouszBoacTBEeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
Juuenzun No
Analysis performed according ND / Auanus nposenen no HJL: JIIT-Ne(001336)-(PI'-RU)-251022

PageS5of 6/ Ctp. 5u3 6

API name (INN) / Ilanmenosanne APC
(MHH):
API manufacturer batch number /

Nimesulide / Humecynun

Howmep cepun npoussoaurens ADC: NMS/13090881

FP Manufacturer API Batch number /

Homep cepuu cy6crannun FERAO00082
npousBoauteasn I Jid:

API Manufactured by & country / Aarti Drugs Ltd., India /
ITpoussoaurens A®C, crpana: Aapru [parc Jitn., Uanus

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

Haumenopanue, axpec u HomMep
JIMIEH3HH IIOIANKH,
OCYymIeCTBISIIOLI el
IPOH3BOACTBO/KOHTPOJIb
KavecTBa/Bointyck I'JID /

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan (HP) 173205, India (License No MNB/05/263) /
J-p Pennw’c JIaboparopuc JIta., Uunus,
[IpousBosacTBeHHOE MOApasneseHre-6, Bunnamwk Kxoss,
Hanarapx Poyn, bagnu, Conan Jluctpuxr, X.I1. 173205,
Wnnua (JIunensust 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.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Tpoaykr coorserctByer Tpebosanuam HJT 3akawuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Managgr/Executive /

INoarororneHo: jeet [Tposepeno: Santosh Kumar Onobpeno: Menemkgp / Pykosoaurens
Maurya (o Abhishek Chauhan /

Reprint Date / Reprint Date / Reprint Date /

Hara: 27.04.2024 Hata: 27.04.2024 Hara: 27.04.2024

Registerad Office: £-2-337, Road No, 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel. +31 40 4900 2800, Fax: =81 20 4900 2998, Emeil: mail@direddyz.com
CI: LE5195AP1984PLCO0AS07
www.drreddys.com



Dr. Reddv's Laboratories Lid
Formulation Unit-6
Vill. ihel, Nalagarh Road, Badd,

Distt. Solan, H.B, 173 205, INDIA
Tel 0 +91 98165 56001-02

Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

CEPTH(DI/]KAT a II a JH{3A wawwe drieddys.com
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
[Mpoayker: Haiis® AxTyBreb (HuMecynun) renb s HAPYKHOTO npuMenenng. 1 %, 50 r
Market / Poinok : Russia / Poccus
Batch No. / . V240267 Batch Quantity / . 23212 units /
Cepusi No ) Pasmep cepun 23212 eguHuig
Analytical RepOj‘t No. / . 040002507168 Date of Analysis / . 27.04.2024
AHAJUTHYECKHIA 0TYeT No Harta ananusa
Date of Manufacture / . 04/2024 Date of Expiry / . 03/2026
Jdarta npoussonersa I'onex no
Mfg. License No. /
IlpousBoacTBeHHAst : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT"-RU)
JHIEH3us Ne
Analysis performed according ND / Anaaus nposenen no HJI: JITI-Ne(001336)-(PT-RU)-251022

Page 6 of 6/ Ctp. 6 u3 6

3aki04enne o coorBercTBHH: «HacTosmmm s oATBEPXK A0, YTO IpUBE/IEHHAs BhIIE HHQOpMAIIHs SBISETCS
MOCTOBEPHOH U TOYHOH. DTa cepus NPOLYKUMM [POU3BEEHa (BKIIOYAs YIaKOBKY (MapKMpPOBKY) W KOHTPOJb
Ka4yecTBa) Ha BhINICYKAa3aHHOM IIPOM3BOICTBEHHON ILIOIIANKE (ruromajakax) B IOJHOM COOTBETCTBHH C
TpeboBanusamu [Ipasun Hamexkalell TPOU3BOACTBEHHOM IIPAKTHKH EBpasuiickoro 3KOHOMHYECKOro coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsbps 2022) u TpeOOBAHUAME KOHTPOJNS KaYecTBa JIEKAPCTBEHHBIX
CPE/ICTB, a TAKKE B COOTBETCTBUH CO CIEHU(PUKALKMIMHE, COMEPHKAIIIMHCS B PETHCTPAITHOHHOM 0ChE CTPaHbl-
MMIIOPTEpa. 3allMCH MO HPOU3BOJICTBY, YIAKOBKE M aHATHM3y NPOBEPEHBL, M YCTAHOBIEHO MX COOTBETCTBHE

TpeboBanusM [Ipasun HajuIexKale IPOR3BO/ICTBEHHON MPAKTHKA EBPasHiiCKOTO 3KOHOMAYECKOTO COI03a%,

Conclusion : APPROVED /
3akmouenne: OJJOGPEHO

Remarks : The Product conforms to ND/
Hpameqanue: MpoaykT cootsercTryet Tpedopanmam HJT

Prepared by / Checked by / Approved by: Managet/Executive /
Iloxarorornexo: jeet ITposepeno: Santosh Kumar Onobpeno: Menemxep / Pykopoautens
@ Maurya Qﬂ Abhishek Chauhan A
" =
Reprint Date / Reprint Date / Reprint Date /
JHara: 27.04.2024 Hara: 27.04.2024 Hara: 27.04.2024

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: Ls5195AP19834PLCC0A507
www,drreddys.com



