Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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

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

www.drreddys.com

CEPTUOUKAT AHAJIN3A

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

[poaykr: Halis® AKTHBreb (HUMeCYIH) refb AT HapYAHOTO npumMeneHus, 1 %, 50T

Market / Poitok : Russia / Poccus

Batch No. / . V240030 Batch Quantity / . 23451.000units /

Cepus No ) Pasmep cepuu © 23451.000 equnun
Analytical Repovrt No./ . 040002772208 Date of Analysis / . 29.12.2024
AHanaurnyeckuii oTuer No HaTa ananuza

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

JaTa npousBoacTea Fogen po

Mfg. License No. /

ITpou3BoacTBeHHAA : MNB/ 05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JuueH3us Ne

Analysis performed according ND / Ananu3 nposeaen no HJ: JITI-Ne(001336)-(PI'-RU)-251022

Pagelof6/Crp. 1u3 6

"No/
Ne

Test / [loxazaTenn Result / PesyabTar

Specification / Hopma

1. Description / Onucanue Homogeneous, transparent, pale- | Homogeneous, transparent, colorless to

yellow gel with characteristic odor / | pale-yellow gel with characteristic odor /
OnHopofiHbid npo3pauHbli  renb | OMHOPOOHBIA TPO3pa4HBIA  remb  OT
BJIEIHO-XKEITOr O
XapakTepHbIM 3aMaxoM

C GCCI_IBCTHOFO oo 6.TIC)1HO-)KCJ'ITOFO oBeTa
C XapaKTepPHBIM 3al1axoM

2. Identification / UnenTndukanns

a) HPLC / BDXX Complies as

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>kupaHus
OCHOBHOTO [MHKAa Ha XpOMATOrpamme
HCTIBITYEMOTO pacTBopa JIOTDKHO

COOTBETCTBOBATh BpEMEHH
YAEPXKHUBaHUA OCHOBHOIO IIMKa Ha
XpoMarorpaMme pactBopa
cTaHnaptHoro ofpa3na HHUMeECYTHAa
(paznen «KonnuectreHHOE
ornpeneseHue»)

Remarks : The Product conforms to ND/
Mpumeanune, [Mpugyr coossicisyet 1pebusaismv 1171

Conclusion : APPROVED /
Bwinvaenne. OJOBTEITO

Prepared by / Checked by /

INonrorosneno: Santosh Kumar IIpoBepeno: Pardeep Kumar

Maurya & oi—/

Approved by: Manager/Executive /
OnobpeHo: MeHnemkep / PykoBomuTenb

Amit Kumar A< w
.JI" g= \/

Reprint Date / Reprint Date /
Hara: 29.12.2024 Jara: 29.12.2024

Reprint Date/ ¥
Jara: 29.12.2024

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: L85195AP1984PLC0O04507

www.drreddys.com
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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
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CEPTUPHUKAT AHAJIU3A

Product ;: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IpoaykT: Haiiz® AxTusrens (HuMmecyiun) reb i Hapysknoro npiMedenus, 1 %, 50 r

Market / Pe1noK : Russia / Poccus

Batch No. / . V240930 Batch Quantity / . 23451.000units /

Cepnsa Ne ) Pasmep cepnu ° 23451.000 egunun,
Analytical RepOj‘t No./ . 040002772208 Date of Analysis / . 29.12.2024
AHanutuyeckuii oryer No Hdarta aHaanza

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

JaTa npousBoacTBa T'open ao

Mfg. License No. /

IIpousBoacTBEHHAS : MNBY/ 05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JuueH3ng Ne

Analysis performed according ND / Ananns nposegen mo H/I: JIIT-Ne(001336)-(PI'-RU)-251022

Page2 of 6/ CTp. 213 6

Test / Hokazarein
Ne

Result / PezyabTar

Specification / Hopma

b) UV spectrophotometry / Y-
cnexTpodoTo MeTpus

Complies as prescribed
CooTBeTCTBYET TpebOBAHUAM

/| UV absorption spectrum of the test
solution should have absorption
maximum at 39745 nm / Y®-criektp
TIOTJIOIIEHHUS HCIIBITYEMOIO  pacTBopa
JIOJDKEH UMETh MaKCHUMYM IOTJIOLIEHHS
nipu 39745 HM

3. | Weight of package contents / S1g/51r According to Rus. Ph. / B cooTBeTcTBHU
Macca conep:KHMOro ¢ TpeboBanusmu ['® PO
YNAKOBKH

4. | pH 3.28 2.5t04.5/012,5 104,5

5. | Viscosity / BazkocTs

963.8 centipoise /
963.8 canTHIya3

400 to 1,200 centipoise /
Ot 400 no 1200 cantumyas

6. | Impurities / Ilpumecn

i. | Impurity C/
[Ipumecs C

Not detected / He oOHapyeHa

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

ii. | Impurity D/
ITpumecs D

Not detected / He oOHapykeHa

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

Remarks : The Product conforms to ND/
Ipumeuanne: Ipopykr coorsercipyer tpeboBannsm 111

Conclusion : APPROVED /
3akawuenue: OJOBPEHO

Prepared by /
IloarorosneHo: Santosl1§1:mar

Maurya [

Checked by /
ITpogepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoautens

Amit Kumar S
/\//

Reprint Date /
Hara: 29.12.2024

Reprint Date /
Jara: 29.12.2024

Reprint Date / J

Jara: 29.12.2024

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: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTU®HKAT AHAJIU3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
ITpoayxr: Haiiz® Akrtusresb (HUMECYJIHA) I'esib L HapYXXHOTO NpUMeHeHus, 1 %, 50 r

Market / Poitok : Russia / Poccus

Batch No. / . V240930 Batch Quantity / . 23451.000units /

Cepus Ne ) Pa3zmep cepun * 23451.000 equHuL
Analytical Repourt No. / . 040002772208 Date of Analysis / . 29.12.2024
AHanuTu4yeckuii oTyer No Jarta ananuza

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

JaTta npou3BoacTBa Togen a0

Mfg. License No. /

ITponseoacTBenHast : MINB/ 05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JuueH3us Ne

Analysis performed according ND / Ananu3 nposeaen no HJI: JITI-Ne(001336)-(PI'-RU)-251022 B

Page3 of 6/ Ctp. 31u3 6

JI:.(? d Test / llokazarens Result / PesyabTat Specification / Hopma
iii. | Any other impurity / 0.03% Not more than 0.50 % /

Jo6as npyras npumech He 6onee 0,50 %
iv. | Total impurities / 0.1% Not more than 1.50 % /

CyMma npumecei He 6onee 1,50 %

7. | Microbial purity* / Mukpo6uosoruueckas 4acrora*

i. | Total Aerobic Microbial Count /
Ob1iee urcno aspoOHBIX MHKPO-
OpraHu3MOB

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

ii. | Total Combined Yeast and
mould count / O6iee 4uco
IIPOJOKEBBIX U [UIECHEBBIX
rpuboB

iii. | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

NA Not more than
He 6onee 10 KOE/r

10 CFU/g

NA Should absent in 1 g/
OtcyrcTBHe B 1 T
NA Should absent in 1 g/

OtcyrcTBUEe B 1 T

8. | Assay/KoandecTBenHoe onpeaesieHHe

Remarks : The Product conforms to ND/

Ipumeuanue: [IpoaykT cooTBeTcTBYeT TpeboBanusm HJL

Conclusion : APPROVED /
3aknwuenue: OJIOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroroeneno: Santosh Kumar [poeepeHo: Pardeep Kumar Omo6peno: Menemxep / Pykoonutens
Maurya 7)1 Amit Kumar A L

2 a4 A
Reprint Date / Reprint Date / Reprint Date/ |
Hara: 29.12.2024 Hara: 29.12.2024 Hara: 29.12.2024

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: L85195AP1984PLC0O04507
www.drreddys.com




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
Mpoaykr: Haits® AxTHBrens (HUMeCYIUK) reflb I HapyHoro npumenenus, 1 %, 50 r

Market / Puitiok : Russia / Poccus

Batch No. / . V240930 Batch Quantity / . 23451.000units /

Cepus Ne ) Pasmep cepun " 23451.000 eauHuUL
Analytical Repovrt No./ . 040002772208 Date of Analysis / . 20.12.2024
AHanuTH4eCkuii oTyeT Ne JlaTa ananansa

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

JlaTa npou3BoACTBA T'ogen no

Mfg. License No. /

IIpousBoacTBeHHAsN : MNB/ 05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
JIMLeH3us Ne

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

Page4 of 6/ CTp. 4 u3 6

No/

No Specification / Hopma

Test / lloka3aTeab Result / PesyasTar

9.83 mg/9.83 Mr
(98.3 %)

9.0 mgto 11.0 mg of C13H12N>OsS
(nimesulide) (90.0% to 110.0% of label
claim)in 1 gofgel /

Ot 9,0 MIr 10 11,0 Mr C13H12N2058
(aumecymun) (ot 90,0 % no 110,0 % ot
HOMMHAJIBHOTO cofiep>kaHus) B 1 r reng

Nimesulide /
Humecynun

100.4 % 90% to 110% of C,HsOS (dimethyl

sulfoxide) of label claim /

Ot 90 % o 110 % CHesOS
(mumeTuncynbpoOKCHa) OT
HOMMHAJILHOTO COCP KaHHs

9. | Dimethyl sulfoxide /
Jumetnicynbporena

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 H3
JIAMUHHPOBAHHOIrO aJIIOMHHHS, CHAaOXXEHHYI0 MeMOpaHOH /i KOHTPOJI
nepBoro BCkpeiTHA. Kaxayio Ty0y BMecTe ¢ HHCTPYKLHEH 110 MEAMLIMHCKOMY
[PUMEHEHHUIO MOMELIAIOT B NTaYKy KapTOHHYIO.

10. |Package / YnakoBka

*The parameter may not be included in the manufacturer's Certificate of Analysis. The
manufacturer guarantees the quality of the product for these parameters.

*TIoKa3aTesIb MOKET OTCYTCTBOBATH B cepTH(HKATe aHaIn3a NponssoauTens. llpoussoaurens
rapaHTHPyeT Ka4yecTBO Hpenapara mo 3THM MOoKa3aTelIdaM,

Conclusion : APPROVED /
3axaouenne: OJJOBPEHO

Remarks : The Product conforms to ND/
Hpumeyanne: [Ipoaykt coorBeTcTBYeT TpeboaHusM HJI

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosinexo: Santosh Kumar( [MporepeHo: Pardeep Kumar Onobpeno: Menemkep / PykoBoguTens
Maurya é Amit Kumar O

Reprint Date / Reprint Date / Reprint Date/ !

Hara: 29.12.2024 Jara: 29.12.2024 Hara: 29.12.2024

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: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s ":'.

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
www.drreddys.com

CEPTHO®UKAT AHAJIU3A

Product : Nise / Activgel (nimesulide) gel for external use, 1 %, 50 g
Hpeaykr: Haii3s® AxTusrens (Humecysina) reib aas Hapys#cHoro npuMenenns, 1 %, 50r

Market / Portok : Russia / Poccus

Batch No. / - AAT080 Batch Quantity / _ 23451.000units /

Cepusi Ne ) Pasmep cepun © 23451.000 enuumIg
Analytical Repourt No./ . 040002772208 Date of Analysis / . 29.12.2024
AHanurnyecknii oTueT Ne JaTta ananuza

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

JaTa npouzBoacTBa TI'onen no

Mfg. License No. /

IIpoussoacTBeHHas : MINB/ 05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PI'-RU)

JnueH3us Ne

Analysis performed according ND / Ananau3 nposeaen mo HJI: JITI-Ne(001336)-(PI'-RU)-251022

PageSof 6/ Crp. S5n3 6

API name (INN) / HanmenoBanue ADPC

Nimesulide / Humecynnn

Howmep cepuu cy6cTaHuHH
npouzsoautes I'JID:

(MHH):
API manufacturer batch number / NMS/14100699
 Homep cepun npounssoaurenst APC:
FP Manufacturer API Batch number /
FERAO00619

API Manufactured by & country /
IIpoussoaureas A®PC, crpana:

Aarti Drugs Ltd., India /
Aaptu Jlparc JIta., Unaus

Release site /

HaumenoBanue, aapec H HOMep
JINEH3HH MJTOLIAIKH,
ocylIecTBIAIIEH
NMPOM3BOACTBO/KOHTPOJb
kavdecTBa/Bpinyck I'JI® /

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

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan (HP) 173205, India (License No MNB/05/263) /
J-p Pennu’c Jlabopatopuc JIta., Unnus,
[IpouseoacTeenHoe noapazgenesue-6, Bunnamk Kxons,
Hanarapx Poyn, bagau, Conaun Auctpukt, X.I1. 173205,
Wupus (Jlunenzust 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/

IIpumeuanne: [IpoaykT cooTseTcTByeT TpeboBanusam HJI

Conclusion : APPROVED /
3axkawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMonrororneno: Santosh Kumar Ipoeepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoauress
M % Amit K S

aurya a\ SI{ umar ./X(” b
Reprint Date / Reprint Date / Reprint Date / ir
Jara: 29.12.2024 Jara: 29.12.2024 Hara: 29.12.2024

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: L85195AP1984PLCO04507

www.drreddys.com




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

@s
Dr Reddy’s ‘... Vill. Khot, Nalagarh Road, Baddi,
® . Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUHPUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g }
Hpoaykr: Haiis® Aktusrens (HuMecynua) refib i HapyxHoro npuMenenus, 1 %, 50 r o )
Market / Pe1Hok : Russia / Poccns
Batch No./ J— Batch Quantity / ~23451.000units / T
Cepns Ne ) Pa3mep cepun © 23451.000 eguHuL
Analytical RepOft No./ . 040002772208 Date of Analysis / . 29.12.2024
AHanuTHYeCKH# oTUeT Ne JaTta ananunsa
Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026
JlaTa npou3BoaACTBa T'ogen no
Mfg. License No. /
IlpousBoacTBeHHast : MINB/ 05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI"-RU)
JuueH3ust Ne
Analysis performed according ND / Ananus nposeaed no H: JIII-Ne(001336)-(PI'-RU)-251022

Page 6 of 6/ CTp. 6 u3 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».

3akroueHue 0 cooTBeTCTBHHU: «HacTosmum s mOATBEPXKIat0, YTO MPUBENCHHAS BBIIE HHGOPMAIUS SBIISICTCS
JOCTOBEPHO# ¥ TOYHOH. DTa cephs MPOAYKIIHH MPOU3BeJeHa (BKIIOUas yIMaKOBKY (MapKHpPOBKY) H KOHTPOIb
KayecTBa) HA BBIIICYKa3aHHOM INPOM3BOACTBEHHOW TMUomaaKe (IUIOIIaJKaX) B IIOJHOM COOTBETCTBHH C
TpeboBanusMu [IpaBui HaIexalueil MPOU3BOICTBEHHOMN MPaKTUKU EBPa3sHiiCKOro 3KOHOMHYECKOTO coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centa6ps 2022) u TpeOOBaHMSAMH KOHTPOJS KadecTBa JICKAPCTBEHHBIX
CpPEJICTB, & TaKXke B COOTBETCTBHH CO CHECHUPHUKAIUAMHE, COJEPKAIIUMHUCA B PETUCTPALAOHHOM JOCHE CTPAHbI-
HUMITOpTEpa. 3allMCH 10 MPOW3BOJCTBY, YHAKOBKE M aHAJIW3y IPOBEPEHBI, U YCTAHOBJIEHO HX COOTBETCTBHE
tpeboBanusam [Ipapun Hagexanel Mporu3BoACTBEHHON NpakTUKK EBpa3uiickoro 5KOHOMHYECKOIO COXO3a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpumedanne: Ipoaykr coorsercisyer tpebosannsm HJT Sakuwuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioprorosnero: Santosh Kumar [Tpoeepeno: Pardeep Kumar OpnobpeHo: Menemxkep / PykoBoaurens
Maurya @ Amit Kumar

Reprint Date / Reprint Date / Reprint Date / '

Hara: 29.12.2024 Jara: 29.12.2024 Jara: 29.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4900 2999, Emait: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



