Dr.Reddy’s “:‘.

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 : 491 98166 56001-02
www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Npoayxr: Haiizs® AkTUBresb (HHMECYNI) TeNb s HapyKHOro mpuMenenns, 1%, 50

Market / PoItok : Russia / Poccust

Batch No. / . V230991 Batch Quantity / . 23408.00 units /

Cepus Ne i Pa3mep cepuu * 23408.00 equnuan
Analytical Repovrt No. / . 040002354110 Date of Analysis / . 28.12.2023
AHaJduTHYeCKknii oTyer Ne JlaTa aHanu3a

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

Hata npouszBoacTBa T'onen no

Mfg. License No. /

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

Analysis performed according ND / Ananus npoeeaen mo HJI: JIII-Ne(001336)-(PT-RU) dt. 25.10.2022 /

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

Page1of 6/ Crp. 113 6

No/

Test / Iloxa3zaTen
Ne

Result / Pe3yabTar

Specification / Hopma

1. Description / Onucanne

Homogeneous, transparent, pale-
yellow gel with characteristic odor
/ OmHOPOAHBIH NPO3paYHbIA reflb
6J1eTHO-XKETITOrO LIBETA C
XapaKTepHBIM 3aM1aXxoM

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor /
OnHOpOOHBIA MpO3payHbIi Telb  OT
6€eCLIBETHOrO 10 OJIETHO-KEITOro 1LIBETa
C XapaKTEePHBIM 3aI1aXxoM

2. | Identification / MpenTudukanus

a) HPLC / BOXKX

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 ynep>kvBaHus
OCHOBHOI'O MHKa Ha XpOMaTorpaMme

UCIIBITYEMOr0  pacTBopa  JOJDKHO
COOTBETCTBOBATH BpEMEHH
yIep)XHBaHUs OCHOBHOTO THKa Ha
XpoMaTorpaMmme pacTBopa
cTaHgapTHoro obpasna HUMecyIHaa
(paznmen «KonuyecTBeHHOE
OTIpEeCTICHUEN)

Remarks : The Product conforms to ND/

Ipumeyanne: [IpoaykT cooTBeTcTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / . Checked by / Approved by: Manager/Executive /
IMoarorosneno: Ankit A [Iposepeno: Santosh Kumar Onobpeno: Menemwxkep / PykoBoauTenb
" | Maurya % Manoj Kumar ' -
2 Movsubes:
Reprint Date / Reprint Date / Reprint Date /
Hara: 28.12.2023 Jara: 28.12.2023 JHara: 28.12.2023

Registered Office:

8-2-337, Read No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O045G7
www.drreddys.com
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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
Ipoaykr: Haiiz® AKTHBres (HUMECYIHMT) elib AJ1 HapyKHOro npumeHenus, 1 %, 50 r

Market / Pbinox : Russia / Poccus

Batch No. / - V230991 Batch Quantity / . 23408.00 units /

Cepust Ne ) Pasmep cepuu * 23408.00 equnun
Analytical Repo;t No./ . 040002354110 Date of Analysis / . 28.12.2023
Ananutnyecknii otder Ne JlaTa anasnm3a

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

JlaTa npousBoaCTBa I'onen 1o

Mfg. License No. /

IIpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
Juuen3us Ne

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

JII-No(001336)-(PT-RU) ot 25.10.2022

Page2of 6/ Ctp. 2 u3 6

b) UV spectrophotometry / Y®-
cnexkTpodoTo METpHA

Complies as prescribed
CooTBeTCTRYET TpeOOBAHUAM

/

UV absorption spectrum of the test
solution should have absorption
maximum at 3975 nm / Y®-cnekrp
NOTJIOIIEHHUsT HKCIBITYEMOro  pacTBOpa
JOJDKEH UMETh MaKCHMYM MOTJIOLIEHHUS
nipu 397+5 HM

3. [Weight of package contents / Slg/Slr According to Rus. Ph. / B cooTBeTcTBHH
Macca conep:xamoro ¢ TpeboBanusmu ['® PO
YNAKOBKH

4. | pH 3.27 25t04.5/012,5004,5

5. | Viscosity / BazkocTs

968.7 centipoise /
968.7 cantumnyas

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

6. | Impurities / [Ipumecu

i. | Impurity C/ Not detected / He o6HapyxeHa Not more than 0.50 % /
IIpumecs C He 6onee 0,50 %
ii, | Impurity D/ Below LOD (LOD = 0.02 %) / Not more than 0.50 % /
: [4)
Ipumecs D Hinke mpenena o6uapysicerus (T10 He 6omnee 0,50 %
=0.02 %)
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Iponykr coorBercTBYeT TpeboBaumsiv HJJ 3axmouenne: OJJOBPEHO
Prepared by / -| Checked by / Approved by: Manager/Executive /
[ToarorosineHo: Ankit /\ Ilposepeno: Santogh Kumar Onobpeno: Menemxkep / PykosoauTtesns
Maurya & Manoj Kumar Mﬂ‘ . )
Reprint Date / Reprint Date / Reprint Date /
Jlara: 28.12.2023 Jara: 28.12.2023 Jara: 28.12.2023

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: L85195AP1984PLCO045G7
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT 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: Haiiz® AKTHBrenb (HUMECYJIA) TeNb 11 HAPY)KHOrO npumerenus, 1 %, 50 r

Market / Poinok : Russia / Poccus

Batch No. / . V230991 Batch Quantity / . 23408.00 units /

Cepus Ne ’ Pasmep cepuu " 23408.00 equnun
Analytical Repourt No./ . 040002354110 Date of Analysis / . 28.12.2023
AHanuTnyeckuii oTyer No JlaTa aHa/u3a

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

JlaTa npou3BoacTBa I'ogen go

Mfg. License No. /

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

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

JITI-Ne(001336)-(PT'-RU) or 25.10.2022

Page3 of 6/ Crp.3 136

iii. | Any other impurity / 0.03% Not more than 0.50 % /
JIrobast apyrasi NpUMeCh He 6onee 0,50 %
iv. | Total impurities / 0.037% Not more than 1.50 % /

Cymma npumecei

He 6omee 1,50 %

7. | Microbial purity* / MukpoGuoJioruyeckass YHcToTa®

i. |Total Aerobic Microbial Count /
Ob1ee uuco a3poOHBIX MUKPO-
OpraHU3MOB

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

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

ii. | Total Combined Yeast and
mould count / Ob1iee uuciio
JPOMOKEBBIX U IJIECHEBBIX
rpubos

iii. | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

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

Absentinl g/
OtcytctByeTrB 1 T

Absentinl g/
OrcyrcTByeTrB 1 I

Not more than
He 6onee 10 KOE/r

10 CFU/g

Should absent in 1 g/
OrcyrcTBHEe B 1 T

Should absentin 1 g/
OtcyrcTBUE B 1 T

8.

Assay / KoinyecTBeHHOE onpeJesiecHHe

Remarks : The Product conforms to ND/
Mpumeyanue: [Ipoaykt cooTBeTCTBYET TpeboBanusM H]J

Conclusion : APPROVED /
3akiaruenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITogroroeneno: Ankit /’i IIpoeepeno: Santosh Kumar Onobpeno: Menemxkep / PykoBoaprens
/ Maurya Manoj Kumar @i
=
Reprint Date / Reprint Date / Reprint Date /
Hara: 28.12.2023 Jara: 28.12.2023 Jara: 28.12.2023

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: L85195AP1284PLC0O045C7

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

CEPTUOHUKAT AHAJIN3A

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for

external use, 1 %, 50 g

Ilpoaykr: Haiiz® AkTHBrens (HUMECYIU) rejib A1 HapyXXKHOro npumenenus, 1 %, S0 r

Market / Poinox : Russia / Poccus

Batch No. / . V230991 Batch Quantity / . 23408.00 units /

Cepus Ne ) Pasmep cepuu " 23408.00 exuHuL
Analytical Repourt No./ . 040002354110 Date of Analysis / . 28.12.2023
AnanntTuyeckuii oruer Ne JlaTa ananusa

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

JaTa npousBojcTBa TI'oxen no

Mfg. License No. /

ITpousBoncTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JuueH3nsa Ne

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

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

Page 4 of 6/ Ctp. 4 u3 6

Nimesulide /
Humecynun

9.98 mg/9.98 mMr
(99.8 %)

9.0 mg to 11.0 mg of Ci13H12N20sS

claim) in 1 g of gel /
Ot 9,0 mr go 11,0 mr C;3H;2N20OsS

9. | Dimethyl sulfoxide /
Jumernncynabdoxcnn

101.3 %

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

Ot 90 % no 110 % C,HsOS
(aumeTuncynbhoKcHa) oT
HOMHHAJILHOTO COZIEPIKAHHUS

10. |Package/ Ynakoska

(nimesulide) (90.0% to 110.0% of label

(aumecynun) (ot 90,0 % mo 110,0 % or
HOMHHAJILHOTO cofepkaHus) B 1 r rens

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
JIAMHHHPOBAHHOTO AJIOMHHHSA, CHaOXXeHHYI0 MeMOpaHOH i1 KOHTpOJA
nepBoro BCKphiTus. Kaxnyro Ty0y BMecTe ¢ MHCTPYKLHEH M0 MEAUIIHHCKOMY
MPUMEHEHHMIO NIOMELLAIOT B MAYKy 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.
*[Ioka3aTe/lb MOKET OTCYTCTBOBATEL B cepTHQHKATE aHAIH3A Npou3BoauTes. [IpousBoauTens

rapaHTHPYET Ka4eCTBO NpenaparTa 1o 3THM IMoKasaTe/IsiM.

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3akmrouenne: OJIOBPEHO

Prepared by /
IMoarorosneHo: Ankit

h

Checked by /
IIpoBepeno: Santosh Kumar
Maurya

Approved by: Manager/Executive /

Onobpeno: Menemxep / PykoBoaprens
Manoj Kumar @‘;}i‘ﬁf

Reprint Date /
Jara: 28.12.2023

Reprint Date /
Jarta: 28.12.2023

Reprint Date /
Hata: 28.12.2023

Registered Office:

8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO045G7
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

Qe
! o Formulation Unit-6
Dr. Reddy S " Vill. Khol, Nalagarh Road, Baddi,
) Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS  1e|. 491 98166 56001-02

CEPTUOHKAT AHAJIN3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoayxr: Haiiz® AxTusrennb (HHMecynun) reib i HAPYKHOTO NPUMEHEHNA, 1%,50r

Market / PoiHOK : Russia / Poccus

Batch No./ . V230901 Batch Quantity / . 23408.00 units /

Cepusi No ) Pasmep cepun * 23408.00 equHnLL
Analytical RepOj‘t No./ : 040002354110 Date of Analysis / . 28.12.2023
AHaJINTHYECKUI oTyeT Ne JlaTa anaausa

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

JlaTa npon3BoACTBA I'opeH po

Mfg. License No. /

IIpousBoacTBeHHAsI : MNB/05/263 MA number: / Homep PY : JITT-Ne(001336)-(PT-RU)
Jnunenzus Ne

Analysis performed according ND / Ananin3 nposeaeH no H: JIII-Ne(001336)-(PI-RU) dt. 25.10.2022 /
JITI-Ne(001336)-(PT-RU) ot 25.10.2022

Page Sof 6/ Crp. Su3 6

?PI ng)t:ne (INN) / Haumenosanue A®C Nimesulide / Humecysun

API manufacturer batch number / NMS/13080769

Homep cepun npomzsoautens ADC:

FP Manufacturer API Batch number /

Homep cepuu cyOcTAHIMH FEQAO00580

nponssogurens I'JID:

API Manufactured by & country / Aarti Drugs Ltd., India /
Hpouzsoaurenb ADPC, crpana: Aapru Hdparc Jlta., Uanus

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) /
HaumMenoBaHue, agpec H HOMep J-p Pepw’c JlaGopatopuc JIta., Unnus,
JIHOEH3MH MI0IAdKH, [IpousBozCcTBEHHOE MoApas/ienenne-6, Bunamk Kxop,
OCyIIeCTB/IAIOMEeH Hanarapx Poya, banau, Conan J[ucTpukT, X.I1. 173205,
NPOU3BOACTBO/KOHTPOJIb Uumus (JTuuensus Ne MNB/05/263)
kauectBa/Buimnyck 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 /

Ipumeuanne: [Ipoaykr cooTsercTByeT TpeGopanuam HJL 3akmouenne: OJIOBPEHO

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

oarotosneno: Ankit A ITpoBepeno: Santosh Kumar Opmo6peno: Menemwxkep / Pykosoaurens
» Maurya @_ Manoj Kumar \qu“

Reprint Date / Reprint Date / Reprint Date /

Jata: 28.12.2023 Hara: 28.12.2023 JMara: 28.12.2023

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: L85195AP1984PLC0O04507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.

@
’ o@ Formulation Unit-6
Dr' Reddy S ‘-’ Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS 1. .91 98166 56001-02
CEPTUDPHUKAT AHAJIA3A wwidrreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
ITpoaykr: Haiizs® AkTHBresb (HUMECYIU) rellb IJis Hapy>KHOro npuMeHenus, 1 %, 50 r

Market / Peinok : Russia / Poccus

Batch No. / . V230991 Batch Quantity / . 23408.00 units /

Cepusi Ne i Pazmep cepuu " 23408.00 enunun
Analytical Repovrt No./ . 040002354110 Date of Analysis / . 28.12.2023
AHaTHTHYECKHI oTYeT Ne JlaTa avannsa

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

JaTa npou3BoACTBa Topen 1o

Mfg. License No. /

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

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

Page 60of 6/ Ctp. 6 u3 6

3ak/il04eHHe 0 cooTBeTcTBHH: «HacTosmum s moaTBepaaro, YTo MpUBeIeHHAas BbIIe HHGOpMALUsI SBISETCS
JIOCTOBEPHOM M TOYHOM. DTa Ccepusl MPOLYKIHH IIPOM3Be/leHa (BKITIOYas YIAaKOBKY (MapKMPOBKY) M KOHTPOIb
KayecTBa) Ha BBHINIEYKA3aHHOM MPOU3BOJACTBEHHOM IUIOMIAAKE (IIONa/IKax) B IOJIHOM COOTBETCTBHH C
TpeboBanusmu [IpaBui Hajiexkameil Mpou3BOJACTBEHHON NMPakTHKH EBpasuiickoro s3koHOMUYECKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceHTsopst 2022) u TpeOOBaHUSIMH KOHTPOJIS KadecTBa JIEKAPCTBEHHBIX
CPEICTB, a TaKX€ B COOTBETCTBHH CO CIIEITUHUKAIUSIMY, COACPKALIMMHUCA B PETHCTPAIMOHHOM JIOChE CTPaAHbI-
UMIIOpTepa. 3allMCH 0 IIPOM3BOJICTBY, YIAKOBKE M aHAIM3y NPOBEPEHBI, M YCTAHOBIEHO HMX COOTBETCTBHUE
tpeboBanusaM [IpaBun Haanexalne Ipou3BOICTBEHHOHN MPaKTUKH EBpa3suiicKoro 5KOHOMHYECKOTO COX03a».

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

Mpumeuanne: [Ipogykr coorBeTcTByeT TpeboBanusm HJ{ 3axmoyenue: OJJOBPEHO

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

[Moaroroeneno: Ankit [Tposepeno: Santosh Kumar Opnobpeno: Menemxep //E KOBOJHTEb
Maurya & Manoj Kumar {&M

Reprint Date / Reprint Date / Reprint Date /

Hara: 28.12.2023 Hara: 28.12.2023 Jlara: 28.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




