Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Cr. Feddy's iaboraiories iid
Ferimulation Unit-6

Vill, Khol, Malagarh Road, Badidi,

Distt. Sclan, H.P, 173 205, IND|A
Tel . +971 28166 56001-02

wysdireddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Iponykr: Haiis® AxTuBrens (HUMeCYyJIH) reflb A7 HAPYKHOTO npuMeHenus, 1 %, 50 r

Market / Poinok : Russia / Poccus

Batch No. / © V240266 Batch Quantity / . 23529 units /

Cepusi Ne ; Pazmep cepuu * 23529 eaunun
Analytical Report No. / - 040002505946 Date of Analysis / 27042004
AHaJHTHYeCKHH oTueT No Jlara ananusa

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

JlaTa npouseoacTea I'ogen no

Mfg. License No. /

IIpousponcreeHnasn : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JHLeH3us Ne

Analysis performed according ND / Ananus nposesen no HJI: JITI-Ne(001336)-(PT-RU)-251022

Page1 of 6/ Ctp. 113 6

No/
Ne

Test / Ilokazarean

Result / Pesyabrar

Specification / Hopma

1. Description / Onucanne

Homogeneous, transparent, pale-
yellow gel with characteristic odor
/ OmHOPORHBII MPO3pavHbIii rejib
61 IHO-XKENITOTO 1[BETA C
XapaKTepHBIM 3amaxoM

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor /
OnHOPOOHBIH mNpo3payHblii reab  OT
6ecrBeTHOrO 10 GNIENHO-KENTITOre 1BeTa
C XapaKTEPHBIM 3alaxoM

2. Identification / UnenTudpukanus

a) HPLC / BOXX

Complies as prescribed
CoO0TBETCTBYET 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:kupanus
OCHOBHOrO IHKa Ha XpOMaTorpamme

UCIIBITYEMOTO  pacTBopa  JIOJDKHO
COOTBETCTBOBATH BPEMEHH
YIOEpXHBaHHS OCHOBHOTO IIHKa Ha
XpoMaTorpamme pacTBopa
CTaHAapTHOro obpasua HHUMeCyaHaa
(paznen «KomnuyecTBeHHOE
ompeneseHue»)

Remarks : The Product conforms to ND/
Hpumeuanue: [Tpoaykr coorsercTByeT Tpebopanuam HJT

Conclusion : APPROVED /
3aknmouenne: OTIOBPEHO

Prepared by / Checked by / Approved by: Manager/Bxecutive /

IMoaroToenexo: Ranjeet IIposepeno: Santosh Kumar Onobpeno: Menemxep ( YKOBOIHTE D
Maurya Abhishek Chauhan _

Reprint Date / Reprint Date / Reprint Date / |

Hara: 27.04.2024 Hara: 27.04.2024 Hata: 27.04.2024

Registered Office: 8-2-337, Road No, 3, Banjara Hills, Hyderabad - 500034, Telangana, india

Tol: 421 4C 1900 2200, Fax: +81 40 4800 2999, Email: maili@drieddys.com

CIN: L85195AP1984PLCORAS07
www.drreddys,com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHO®HMKAT AHAJIM3A

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

IMponyskr: Hait3® Axkrusrens (Humecynu) ren iis HAPVIKHOTO npuMeHeHia, 1 %, 50 r

JHuensna Ne

Market / Poitox : Russia / Poccus

Batch No. / . V240266 Batch Quantity / . 23529 units /

Cepusa No ) Paszmep cepun " 23529 enunun
Analytical Repovrt No./ . 040002505946 Date of Analysis / . 27.04.2024
AHallUTHYECKHUIT oTUeT No Jlara ananu3za

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

JaTa npoussoscrea Ilonen no

Mfg. License No. /

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

Analysis performed according ND / Auajus nposexen no HA: JIT-Ne(001336)-(PI'-RU)-251022

Page 2 of 6/ Ctp. 2 13 6

b) UV spectrophotometry / Y-
CNEKTPOPOTO METpHs

Complies
CooTseTcTBYET TpeGOBAHUAM

as prescribed /

UV absomption spectrum of the test
solution  should have absorption
maximum at 397£5nm / V®-cnexrp
TOIJIOLUEHHS  HCTIBITYEMOIO  pacTBOpa
JIOJDKEH MMETh MaKCHMYM ITOTJIOLIECHHUS
npu 39745 um

3. | Weight of package contents / 51g/51r According to Rus. Ph. / B cooTBetcTBUM
Macca coaep:kumoro ¢ TpeboBaHusiMu 'O PO
YHAKOBKH

4. | pH 3.19 2.5t04.5/0t12,5 04,5

5. | Viscosity / Baskocts 951.5 centipoise / 400 to 1,200 centipoise /

951.5 canrunyas Ot 400 o 1200 cantumnyas

6. | Impurities / Ilpumecu

i. | Impurity C/ Not detected / He o6HapyxeHa Not more than 0.50 % /
[Tpumecs C He 6onee 0,50 %

ii. | Impurity D/ Not detected / He 06Hapyxena Not more than 0.50 % /

Ilpumece D He 6onee 0,50 %

iii. | Any other impurity / Below BDL / Hunxce niopora pervetpattite | \0 oo oo 0.50 % /

JIrobas apyras npumecs He 6ornee 0,50 %

Remarks : The Product conforms to ND/

ITpumesanne: [poaykr cootBercteyer TpeGoranmsm HJI

Conclusion : APPROVED /
3akarouenne; QJOEPEFHO

Prepared by / Checked by / Approved by: ManagerfExecutive /

IToarorosneHo: Ranjeet ITposepeno: Santosh Kumar Onobpeno: Meuemkepf/ Pykosonurens
Maurya C:& Abhishek Chauhan /

Reprint Date / Reprint Date / Reprint Date / '

Jara: 27.04.2024 Jara: 27.04.2024 Hara: 27.04.2024

Registercd Officer 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 500034, T
Tel +91 404900 2300, Fax: +51 40 4900 2959, Email: maili@drredds

CIM: LS5195AP1834PLC204507
www,drreddys com

ngana, Indin




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Or. Reddy's Laboratoriaes Lid
Formulation Uinit-&

Vill, Khol, Nalagarh Road, Baddi,

Distt Solan, H.P., 173 205, INDi A
Tel:+91 98166 56001-02

viw.drredidys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpopyxr: Haiis® Axtusress (HUMECYNUA) FeNlb AT HApYXXHOTO MpUMeHeHHs, 1 %, 50 r

Market / PoiHok : Russia / Poccust

Batch No. / . V240266 Batch Quantity / . 23529 units /

Cepus Ne ) Paszmep cepun © 23529 enunnn
Analytical Report No. / . 040002505946 Date of Analysis / . 27.04.2004
AHanuTHYyecKkHii oTyeT Ne JlaTa aHanu3a

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

JlaTa npousBoacTBa T'onen o

Mfg. License No. /

IlpousBoacTBeHHast : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JUueH3ns Ne

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

Page3 of 6/ Crp. 3u3 6

iv. | Tolal impurities / 0.0298% Not more than 1.50 % /
CyMma npumecei He 6onee 1,50 %

7. | Microbial purity* / Mukpo6uoaornuyeckas 4ucTora*

i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g/
O6111ee YMCI0 a3pOoOHBIX MHKPO- He 6onee 100 KOE/r
OpraHH3MOB

ii. | Total Combined Yeast and NA Not more than 10 CFU/g
mould count / O61uee yucao He 6omnee 10 KOE/r
JIPOOKEBBIX U TUIECHEBBIX
rpuboB

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

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

8. | Assay/KoanuecTBeHHOe onpeaeneHue

Remarks : The Product conforms to ND/
Ipumeyanue: [Ipoaykr coorBeTcTBYeT Tpebopanusm HJJ

Conclusion : APPROVED /
3akaouenne: OJJOBPEHO

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

[Moarororneno: Ranjeet [Mpoeepeno: Santosh Kymar Opnobpeno: Menemxep / Pykoronutens
Maurya gﬂﬂ Abhishek Chauhan L

Reprint Date / Reprint Date / Reprint Date /

Jara: 27.04.2024

Hata: 27.04.2024

Jara: 27.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indiz
Tel: 491 40 4900 2900, Fax: +01 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1934PLCO04507

www.drreddys.com




& Dr. Reddy's Laboratories Lid
@ Eermuilati )

Formulation Unit-6

9 (=]

Dr. Reddy S ‘.. Vill. Khol, Nalagarh Road, Baddi,
’ Distt. Solan, H.B, 173 205, MDA
Tol - +91 08166 550601-02
wenw. direddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykt: Haii3s® AxTuBresis (HUMECYJIUA) renb 1)1 HApY)KHOTO NpuMeHeHHus, 1 %, 50 r

Market / Peinox : Russia / Poccus

Batch No. / . Batch Quantity / . 23529 units /

Cepusi Ne + V240266 Pasmep cepunu 23529 ennnunn
Analytical Report No. / . 040002505946 Date of Analysis / . 27.04.2004
AHanuTHYecKHi oTueT Ne JaTta ananusza

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

JaTa npou3BoACTBa I'onen g0

Mfg. License No. /

IIpouseoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JIMen3us Ne

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

Page4 of 6/ Ctp. 4m3 6

Nimesulide / 9.95mg/9.95 mr 9.0 mg to 11.0 mg of Ci3H12N20sS
Humecynun (99.5 %) (nimesulide) (90.0% to 110.0% of label
claim)in 1 gofgel /

Ot 9,0 mr mo 11,0 Mr Ci13H12N2058
(aumecynun) (ot 90,0 % 10 110,0 % ot
HOMHHAJIBHOTO COJIepXKaHus) B | T ress

9. | Dimethyl sulfoxide / 99.4 % 90% to 110% of CoHgOS (dimethyl
JdumeTHiacyib(HpoKcHn sulfoxide) of label claim /

Ot 90 % mo 110 % C,HsOS
(mumeTuncynshoKcHI) OT
HOMHHAJIEHOTO CO/IepPIKaHUs

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. / ITo 50 r B TyOy u3
JTaMMHUPOBAHHOTO AJIOMHMHMS, CHa®)keHHYI0O MeMOpaHOH mns KOHTpOJIs
nepBoro BekpbiTus. Kaxayio Ty0y BMeCTe ¢ HHCTPYKLMEH M0 METULIMHCKOMY
HOPUMEHEHHIO NIOMEIIAIOT B Ma4YKy 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.

*Tloka3aTe b MOKeT OTCYTCTBOBATDH B cepTHHKATE aHAIN3A npon3BoauTens. [lpouzsoanrenn
rapaHTHpYeT Ka4ecTBO Npenapara mo 3THM MOKAa3aTeJIsIM.

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

Ilpumeuanue: Ilponykr cootBeTcTByeT Tpebopanuam HJL 3akaouenne: OJJOBPEHO

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

ITonroroeneno; Ranjeet IIpoBepeno: Santosh Kumar Onobpeno: Menemxep/ PykoBoautens
@/ ' Maurya ( E/ Abhishek Chauhan /

Reprint Date / Reprint Date / Reprint Date /

Jata: 27.04.2024 Jlata: 27.04.2024 Jara: 27.04.2024

Registared Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tol, =01 40 4900 2000, Fax: 91 40 4900 2999, Email: mail@direddys.com
CIN: L351954P1984PLCCOAS07
www.drreddys,com




D, Reday's Laboratornies Lid

Forimuiation dnit-6

[ 1
9 ®
Dr. Reddy S .. Vill. Khol, Malagarh Road, Bad i,
: Distt, Solan, H.P. 172 205, INDIA

CERTIFICATE OF ANALYSIS "~/
CEPTUO®UKAT AHAJIN3A o

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoayxr: Haii3® AKTHBrenb (HUMECYNHA) refib MUl HapY:KHOTO NpuMeHenus, 1 %, 50 r
Market / Poinox : Russia / Poccus
Batch No. / . V240266 Batch Quantity / . 23529 units /
Cepnst Ne Pasmep cepun 23529 epunvi
Analytical Report No. / . 040002505946 Date of Analysis / . 27.04.9004
AHanuTHYecKHii oTyeT Ne JlaTa aHajiu3a
Date of Manufacture / . 04/2024 Date of Expiry / . 03/2026
JlaTa npou3BoacTBa TI'opeH no
Mfg. License No. /
IIpouseoneTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
NuueH3us Ne
Analysis performed according ND / Auanu3 nposenen no HJI: JIII-Ne(001336)-(PT-RU)-251022

PageSof 6/ Ctp. 513 6

1(41\1/1,11-1 111;)1:11e (INN) / Haumenosanue ADC Nimesulide / Humecysun

API manufacturer batch number / NMS/13090881

Homep cepun nponzsoaurens APC:

FP Manufacturer API Batch number /

Homep cepun cy0cTaHUUHA FERA00082

npoussoautens I'JID:

API Manufactured by & country / Aarti Drugs Ltd., India /
IIpoussogurenn APC, crpana: Aaptu Jlparc JIta., Uunus

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) /
HanmeHoBanue, agpec H HOMep H-p Pennu’c Jlaboparopuc JIta., Uuawus,
JIHIEH3HHU TUIOIIAIKH, [TpousBoacTBeHHOE NoApas3aeneHue-6, Bunnamx Kxors,
ocyuiecTBJsIoIel Hanarapx Poyn, bagnu, Conan uctpukr, X.I1. 173205,
MPOH3BOACTBO/KOHTPOJIb Wnpua (Jluuensus Ne MNB/05/263)
KkayecTBa/Boinyck I'JI® /

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 /
Ipumeuanune: IponykT cooTBeTcTBYET Tpebosanusm HJI 3axmouyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INoarotosneHo; Ranj Iporepeno: Santosh Kumar Onobpeno: Menemkep / PykoponuTels
Maurya e Abhishek Chauhan f
Reprint Date / Reprint Date / Reprint Date /
Hara: 27.04.2024 Hara: 27.04.2024 Hara: 27.04.2024
Registeradl Office: 8-2-337, Road Ne. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tal: +91 40 4600 2900, Fax: +9:1 40 4900 2992, Email: mail@direddys.com

CH L LES195ARL984PLC004507

wiwwdrreddys.cam




Dr.Reddy’s Q¢ R

CERTIFICATE OF ANALYSIS -. 0
CEPTUO®UKAT AHAJIN3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Npoaykr: Haif3® AKTHBresb (HUMECYIHA) TeNlb A8 HAPYAKHArO npumMenenis, 1 %, 50 r

Market / Poinok : Russia / Poccus

Batch No. / V240266 Batch Quantity / . 23529 units /

Cepun Ne Pazmep cepun " 23529 egunnnu

Analytical Report No. / B B OAEAE T Date of Analysis / S A
046062565546 1 27.04.2024

AHANNTHYECKHH oTYeT No Harta ananusa

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

Jara npoussoacraa T'ogen no

Mig. License No. /

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

nunensus Ne

Analysis performed according ND / Auanu3s npogenen no HJI: JIT-Ne(001336)-(PI-RU)-251022
Page 6 of 6/ CTp. 6 3 6

3axmovenne o cootsercTBun: «HacTosimM 51 mOATBEPXk A0, YTO MPHBEICHHAS BILIE uHGOpMALUsI SBISETCA
AOCTOBEPHOH W TOUHOH. JTa CepHs NPOAYKIHH NPOU3BE[eHa (BKIIOYAs YMAKOBKY (MapKHPOBKY) H KOHTPOJIb
Ka4yecTBa) Ha BBINICYKA3aHHOH IIPOM3BOACTBEHHOM TIUTOMIANKe (INOIAAKAX) B IIOJHOM COOTBEICTBHH C
TpeboBannsmu [IpaBri HaJuIeXallel IpOU3BOICTBEHHOM TIPAKTHKH EBpasHiicKoro SKOHOMHYECKOTO COI03a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsbps 2022) m TpeGoBaHHAMH KOHTPONSA Ka4yCCTBa JICKAPCTBEHHBIX
CPENICTB, a TAK)XE B COOTBETCTBUU CO CHEUMPUKANUIMHE, COACPXKAIIAMUCS B PETUCTPAIIOHHOM JOCHE CTPAHBI-
MMIIOpTEpa. 3alUCH 10 IPOM3BOJACTBY, YIAKOBKE W aHANM3y IIPOBEPEHBI, M YCTAHOBIEHO MX COOTBETCTBHE

TpeGoBanuam [1pasun naIexkaeit pOX3BOACTBERHOM NPAaKTHKH EBPasHiicKoro 5KOHOMHYECKOTO COFO3a.

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Remarks : The Product conforms to ND/
ITpumeuanne: IIpoaykT coorBeTcTBYeT Tpeboranuam HJI

Prepared by / Checked by / Approved by: Manager/Executive /
Ioaroroeneno: Ranjeet ITposepeHo: Santosh Kumar OpoGpeno: Menemkep /|PykosoauTels
) Maurya C("’ Abhishek Chauhan ‘ /f
L
Reprint Date / Reprint Date / Reprint Date /
Hara: 27.04.2024 Hara: 27.04.2024 Hara: 27.04.2024

ez istared Gifice: &

Foli£oe

3137, Road wa, 3,
) HAO0. 240

Banjpia Hills, Hyd
16 4400 28

)34, Teipngena, mdi




