Dr.Reddy’s ":'

Dr. Reddy's Laboratories [td.
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND!A

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUDOHUKAT AHAJIM3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g

MNpoayxr: Haiis® AxTusrens (HUMECYIN) renb A HapyKHOro MpumeHenns, 1 %, 50 r

Market / PerHok : Russia / Poccus

Batch No. / . V240732 Batch Quantity / . 23184.000units /

Cepus Ne ) Pasmep cepun * 23184.000 eaunu
Analytical Report No. / . 040002715117 Date of Analysis / . 07.11.2024
AnaauTH4yeckuii oryer No JlaTa aHaau3sa

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

Hara npousBoacTsa Topen oo

Mfg. License No. /

ITpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT™-RU)
JIHUEeH3URA Ne

Analysis performed according ND / Auanus nposeaen no HJI: JIII-Ne(001336)-(PT'-RU)-251022

Pagel of 6/ Ctp. 1136

Ty,

e Test / Iloka3zaTennb Result / PesyasTar

Specification / Hopma

0JIEHO-3KEITOTO UBETA
XapakTepHBIM 3aI1aX0M

1. Description / Onucanne Homogeneous, transparent, pale- | Homogeneous, transparent, colorless to
yellow gel with characteristic odor/ | pale-yellow gel with characteristic odor /
OpaHoponHbiil  npo3pauHslii renb | ONHOPOAHBIA NpPO3payHbI  Trenb  OT

¢ | BecuBeTHOro 10 OJIEIHO-KEJITOrO 1IBETA
C XapaKTEePHBIM 3a1axoM

2. Identification / UnenTHduKranus

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) / Bpems ynep>kKHBaHHA
OCHOBHOIO MHMKA HAa XpOMAaTorpamme
HUCTIBITYEMOTO pacTBopa JTOTKHO

COOTBETCTBOBATh BpPEMEHH
yRepXKHBaHUS OCHOBHOTO IIMKa Ha
XpoMarorpamme pacTBopa
craHaapTHoro ofpasla HHMeCYJIHAa
(paznmen «KonnuecTseHHOE
OTIpeieTIeHHEN)

Kemarks : Lhe Froduct conforis to ND/ Conclusion : APPROVED /

IIpumeyanne: IIponyxT cootsercTByeT TpeboBanram HJI 3akmoyenne: OJOBPEHO

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

IMonrotoeneno: Pravesh Rana  / [IpoeepeHo: Re}}n:}kant Omobpeno: Menemxkep / PykoBoauTenb
// (MQ/-J Amit Kumar /\:’“/\///

Reprint Date / Reprint Date / l Reprint Date / '

Mara: 07.11.2024 Hata: 07.11.2024 Hara: 07.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5060034, Telangana, India

Tel: +61 40 4900 2900, Fax: +91 40 4300 2999, Email
CIN: L85135AP1984PLC004507
www.direddys.com

: maii@drraddys.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nafagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel: +91 98166 56001-02

www.drreddys.com

CEPTUO®UKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
|Mpoaykr: Haiis® Axrusreab (HUMECYNHI) Fellb Ul HApYXKHOTO npumenernd, 1 %, 50 r

Market / Purtok : Russia / Poccus

Batch No. / T Batch Quantity / _ 23184.000units / R
Cepus Ne ) Pasmep cepun * 23184.000 equnny
Analytical Rep()ft No. / . 040002715117 Date of Analysis / . 07.11.2024
AHaJluTHYeCKHIii oTUeT Ne JaTta anajiusa

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

JaTta npousBoacTBa T'ogen oo

Mfg. License No. /

IIpousBoacTBeHHAN : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JungeH3us Ne

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

Page2 of 6/ CTp. 213 6

No /

No Test / Ilokazarean

Result / PezyasTar

Specification / Hopma

b) UV spectrophotometry / Y-
cnextpodoTo MeTpus

Complies as prescribed
Co0TBeTCTBYET TPeGOBAHUAM

/| UV absorption spectrum of the test
solution should have absorption
maximum at 39745 nm / Y®-cnextp
NOIJIOLIEHUs HMCIBITYEMOTO0  PacTBOpa
JIOJDKEH UMETh MaKCHUMYM TOTJIOIIECHHUS
ripu 397+5 HM

3. | Weight of package contents / 50g/50r According to Rus. Ph. / B cooTBercTBUH
Macca coaepKHMOro ¢ Tpeboranusmu [ ® PO
YINAKOBKH

4. | pH 3.26 25t04.5/012,5 04,5

5. | Viscosity / Baskoctb

968.5 centipoise /
968.5 caHTunyas

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

6. | Impurities / Ilpumecu

i. | Impurity C/

Not detected / He obHapyxeHa

Not more than 0.50 % /

Ipumecs C He Gonee 0,50 %
ii. | Impurity D/ Not detected / He o6HapyskeHa Not more than 0.50 % /
IMpumecs D He 6onee 0,50 %

Remarks : The Product conforms to ND/
ITpumeuanue: [IponykT cooTseTCTBYET TpebGoBanuam HJ

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
IMoarorosneHo: Pravesh Rana

Checked by /
Ipoeepeno: Ramakant

-

L

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykosogurens

Amit Kumar .
/\/ /

Reprint Date /
Jara: 07.11.2024

Reprint Date /
Iara: 07.11.2024

Reprint Date /
Jara: 07.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +81 40 4200 2900, Fax: +91 40 4900 2999, Email: maii@drraddys.com

CIN: L85135AP1984PLCO0ASO7

wavdrreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories (td.
Formuiation Unit-6

Vill. Khol, Naiagarh Road, Baddi,
Gistt. Solan, H.P.,, 173 205, INDIA
Tel: +91 98166 56001-02

CEPTU®UKAT AHAJIM3A

www,drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Hpoaykr: Haiis® AkriBrens (HUMeCyJIua) renb AJIsl HAPYXKHOTO NpuMeHeHHUs, 1 %, S0 T

Market / PriHok : Russia / Poccus

Batch No. / . V240732 Batch Quantity / . 23184.000units /

Cepus Ne | Paszmep cepun © 23184.000 equHuL
Analytical Repourt No. / . 040002715117 Date of Analysis / . 07.11.2024
AHaJuTUYECKHH oTUeT Ne JlaTa ananusa

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

JlaTa npou3BOACTBA T'ogen go

Mfg. License No. /

IIponsBoacTBeHHAas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JHueH3us Ne

Analysis performed according ND / Auasius nposeaex no H: JITI-Ne(001336)-(PT'-RU)-251022

Page3 of 6/ Crp. 3 m3 6

i: / Test / IlokazaTennb Result / PesyabTart Specification / Hopma
iii. | Any other impurity / 0.03% Not more than 0.50 % /

Jliobas apyras npuMmechb He 6onee 0,50 %
iv. | Total impurities / 0.1% Not more than 1.50 % /

Cynmima fipuMeceit He 6osee 1,50 %

7. | Microbial purity* / Mukpo6xoJiornueckasi 44cToTa*

i. |Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
Ob1ee yuco a3poOHBIX MUKPO- He 6onee 100 KOE/r
OpraHH3MOB

ii. | Total Combined Yeast and NA Not more  than 10 CFU/g
mould count / Ob1iee uncno He 6onee 10 KOE/r
JIPOMOKEBBIX M TUIECHEBBIX
rpubos

iii. | Pseudomonas aeruginosa NA Should absent in 1 g/
OtcyrcTBue B I 1

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

8. | Assay/ KoanvecrBeHHOe onpefeeHHe

Remarks : The Product conforms to ND/
Ipumeuanune: [Iponykr cooTBeTcTBYer TpeboBanuam HJL

Conclusion : APPROVED /
Zakmouenue: OJOBPEHO

Prepared by /
ITonrortosneno: Pravesh Rana

J

Checked by /
IMpoeepeno: Ramakant

Approved by: Manager/Executive /
OnobpeHo: Menemxep / Pykosoaurens

/ Amit Kumar L
Reprint Date / Reprint Date / J Reprint Date/
Hara: 07.11.2024 Hata: 07.11.2024 Jata: 07.11.2024

Registered Office: 8-2-337, Road Ne. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel. +21 40 2300 2900, Fax. +91 .10 4900 2996, Ernail; maii@drreddys.com

CIN: L251285AP1934PLCONA507
wyvsdrreddys.com




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

Qe
Dl'. Reddy’s ‘... Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, IND!A
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUOHUKAT AHAJIU3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoaykr: Haiis® Akrusrens (HUIMeCyIH) Telb s HAPYXHOro npumesnienns, 1%, 50 1

Market / PpaHox : Russia / Poccus

Batch No. / . V240732 Batch Quantity / . 23184.000units /

Cepusa Ne ) Pazmep cepun * 23184.000 enunul
Analytical RepO}‘t No. / . 040002715117 Izgte of Analysis / . 07.11.2024
AHanuTuyeckni oTuer No Java anaausa

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

JlaTa npou3BoaCTBA Togen oo

Mfg. License No. /

IIpousBoacTBeHHAas! : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JuueHsusi Ne

Analysis performed according ND / Ananiu3 nposegser mo HJI: JITI-Ne(001336)-(PT-RU)-251022

Page4 of 6/ Ctp. 413 6

i‘? 1 Test / Ilokazarenn Result / PesyasTar Specification / Hopma
Nimesulide / 10.02 mg / 10.02 mr 9.0 mg to 11.0 mg of C13H12N20sS
Humecynun (100.2 %) (nimesulide) (90.0% to 110.0% of label

claim)in 1 gof gel /

Or 9,0 MTI" 10 11,0 Mr C13HxNLOsS
(uumecynun) (ot 90,0 % 10 110,0 % ot
HOMHHAJILHOTO copeprkanus) B 1 r rens

9. |Dimethyl sulfoxide / 96.3 % 90% to 110% of C:HsOS (dimethyl
Jumertuncynbgorcun sulfoxide) of label claim /

Ot 90 % no 110 % C2HsOS
(aumeTHnCYNbHOKCHI) OT
HOMHHAJILHOTO COAEPIKaHUsA
10. | Package / YnaxoBka 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 Ty6y u3
JIAMMHHUPOBAHHOTO AMIOMMHMS, CHabxeHHyI0 MeMOpaHOH Ul KOHTPOJs
nepBoro BCkpbITHa. Kaxnyro Ty6y BMecTe ¢ HHCTPYKUMEH 10 MEAULIMHCKOMY
MPUMEHEHHIO MOMEILAIOT B IAYKy 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.
*TI0oKA3ATEIL MOKOT OTCYTCTBODATL B cepTHdHKaATe aNaMH3a nponssoanTend. Ilpouseonure ne
rapaHTHPYeT Ka4ecTBO Npenapara Nno 3THM MoKa3aTe M.

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

I pumeuyanue: [TpoxykT cooTBeTCcTBYET TpeboBanusam HJI 3aximwouenne: OJJOBPEHO

Prepared by / 4 Checked by / Approved by: Manager/Executive /

[Noarotorneno: Pravesh Rana f’ [Iposepeno: Ramakant Onobpeno: Menemxep / Pykosoautens

Amit Kumar N
Qhod e
Reprint Date / Reprint Date / Reprint Date / N
Hara: 07.11.2024 Jara: 07.11.2024 JHara: 07.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85135AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s ‘_‘:'.

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

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g

Ipoaykr: Haii3® AkTUBrens (HUMeCYJIHA) reib 11 Hapy)KHOTO MpuMeHeHus, 1 %, 50 r

Market / Puinok : Russia / Poccus

Batch No. / . V240732 Batch Quantity / . 23184.000units /

Cepusi Ne ) Pasmep cepun © 23184.000 eavuu
Analytical Repourt No./ . 040002715117 Date of Analysis / . 07.11.2024
AHaanTHyecknii oruer Ne Jata ananausa

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

JlaTa npon3BoAcTBa Toaen no

Mfg. License No. /

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

Analysis performed according ND / Anann3 npOBez[eH_no HJ: JTH-Ne(001336)-(PI'-RU)-251022

Page5of 6/ Crp. 5u3 6

API name (INN) / Haumenopanue ADC

Nimesulide / Humecynnn

Homep cepuu cydcTaHIIHH
npoussoaurens I'JID:

(MHH): -
API manufacturer batch number / NMS/14090587
Homep cepuu npoussogurtens APC:
FP Manufacturer API Batch number /
FERAO00552

API Manufactured by & country /
Mponssoaurennr A®C, crpaHa:

Aarti Drugs Itd., India /
Aaptu Jparc JIta., Uugus

Release site /

HanmenoBanue, agpec H HOMep
JIHUEH3HH MJIOMIAKH,
OCYIeCTBIAIOIICH
NpPOU3BOACTBO/KOHTPOJIb
kauyectBa/Bhimyck ['JI® /

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

H-p Pennu

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan (HP) 173205, India (License No MNB/05/263) /
>¢ Jlaboparopuc JIta., Munus,
[TpoussoacTeeHHOe noapasaeneHue-6, Bunnami Kxons,
Hanarapx Poyn, bannu, Conan Qucrpukr, X.I1. 173205,

Wunusa (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 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

Remarks ;: The Product conforms to ND/

Conclusion : APPROVED /
Zaxmouenue: OJOBPEHO

IMpumeuanue: [ponykr cootBercTByeT TpeboBanusm HJI
; Checked by /
[TpoBepeHo: Ramakant

Prepared by /
IMoaroroeneHo: Pravesh Rana = ]

A~

-

i

Approved by: Manager/Executive /
Ono6peno: Menemkep / Pykosoautenb

Amit Kumar g Ve
/\/ /

Reprint Date /
Hara: 07.11.2024

Reprint Date /
Hara: 07.11.2024

Reprint Date /
JHara: 07.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIM: L85135AP1984PLC004507
wwiw.direddys.com




Dr. Reddy's Laboratories Ltd.
®s Formulaticn Unit-6
) e® K .
Dr. Reddy s ‘. Vl_llt Khol, Naljcigarh Road, Baddi,
. Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUHOUKAT AHAJIM3A
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr: Hait3® AkTuBrens (HUMeCynu/) relb MUisl Hapy)XXHOro npuMeHerus, 1 %, 50 r
Market / PLrHok : Russia / Poccus
Batch No. / . V240732 Batch Quantity / . 23184.000units /
Cepust Ne ) Pasmep cepun " 23184.000 expnuL
Analytical Repovrt No./ . 040002715117 Date of Analysis / . 07.11.2024
AdanntTnyeckuii oryer Ne JlaTa aHaau3a
Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026
JaTa npon3BoAcTBa Tl'onen o
Mfg. License No. /
IHpousBoacTBeHHan : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PT-RU)
JuLeH3ns Ne
Analysis performed according ND / Anaaus nposegen no HJI: JITI-Ne(001336)-(PI'-RU)-251022

Page 6of 6/ Crp. 613 6

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».

3aka0deHse 0 cooTBeTcTBHH: «HacToAIMM g IOATBEPXKIA0, YTO MPHBEICHHAS BEIIE HHOOPMALHKS ABJLIETCS
JIOCTOBEPHOH M TOYHOM. DTa cepHs MPOAYKUMM IIPOM3BecHa (BKIIOYAs YNAKOBKY (MapKHPOBKY) M KOHTpOJb
Ka4yecTBa) Ha BhIIEYKa3aHHONH TPOM3BOJACTBEHHOH ILIomanke (IUIOMIagKax) B IIOJIHOM COOTBETCTBHH C
TpebopanusaMH [IpaBui HaUIeXaleld IPOU3BOACTBEHHON NPAKTHKU EBpa3uiickoro 3KOHOMH4ECKOTO coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceHtssops 2022) m TpeOGoBaHHSIMM KOHTpPOJIA KadecTBa JIEKAPCTBEHHBIX
CpEJICTB, a TAKXKe B COOTBETCTBHM CO CHCIUPUKAIMIMH, COAEPKAIMUMHUCI B PETHCTPANMOHHOM J0CHE CTPaHBI-
UMIIOpTepa. 3a0MCH II0 MPOM3BOACTBY, YIAKOBKE M AHAIM3y IPOBEPEHBI, H YCTAHOBICHO HX COOTBETCTBHE
tpeboBanusaM [IpaBun Hamexanie Mpou3BOACTBEHHOH IPAaKTUKA EBPasHiCKOro 3KOHOMHUYECKOTO COX03a».

Remarks : The I'roduct conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Tponyxt coorseTcTBYET TpeboBanusaM HJI 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toaroroeneno: Pravesh Rana { [TposepeHo: Ramakantr Onobpeno: Menemxep / PykosoauTens

) . @/ Amit Kumar =

/ N /\,/ //

Reprint Date / Reprint Date / Reprint Date / ‘
MHara: 07.11.2024 Jata: 07.11.2024 Hata: 07.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +S1 40 4900 2900, Fax: +91 40 4900 29299, Email: maii@drrzadys.com
CIM: L85195AP1984PLCO04507
wwwdireddys.com



