Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g

TMponyxt: Haits® AxtuBrens (HUMECYHN) Teb A HAPYIKHOTO npuMeHenus, 1 %, 100 r

Market / PbHOK : Russia / Poccus

Batch No. / . V240866 Batch Quantity / . 11845.00 units /

Cepus No ' Pasmep cepun * 11845.00eauHuL
Analytical Repovrt No./ . 040002775570 Date of Analysis / . 30.12.2024

AHAINTHY ECKHUIT oTUeT Ne Jlara ananusa

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

JlaTa npol3goacTea T'ogeH 10

Mfg. License No. /

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

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

Page1 of 5/Crp. 1 u35

yellow gel with characteristic odor /
OnHopoAHBIH MpPO3payHbIA  reib
O1eIHO-KENTOro LBeTa c
XapaKTepHBIM 3aMaxoM

i? / Test / Iloka3zateanb Result / PesyabTar Specification / Hopma
1. Description / Onucanue Homogeneous, transparent, pale- | Homogeneous, transparent, colorless to

pale-yellow gel with characteristic odor /
ODHOPOHBIA TIpO3payHbll  Treib  OT
HecyuBETHOro A0 OJIeIHO-XKEITOrO L[BETa
C XapaKTePHBIM 3aMaXoM

2. Identification / UpenTHHKkanns

a) HPLC / BOXX Complies as prescribed /
COOTBETCTBYET TPEOOBAHHAM

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 yaep>kvBaHus
OCHOBHOTO THKa Ha XpoMmaTorpaMMe
UCIBITYEMOT O pacTBopa JIOJDKHO

COOTBETCTBOBATH BpeMeHH
yIEp)KHBaHUs OCHOBHOTO TMKA HA
XPOMATOTPANMME pacTeOpa
cTangapTHoro obpasua  Humecy/mid
(paznmen «KonnuecTBeHHOE
onpeneNeHHe»)

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

Ipumeuanne: [Ipoaykr cooteeTcTBYET TpeboBaHusM H/L 3axmouerane: OJJOBPEHO

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

IMoaroroeneno: Santosh Kumar Ipoeepeno: Pawan Kumar Omo6peno: Menemxkep / Pykosoaurens

Maurya EQ AE Pavan Kumar Sharma f— —

o =
Reprint Date / Reprint Date / Reprint Date /
Hara: 30.12.2024 Hara: 30.12.2024 Hara: 30.12.2024
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CERTIFICATE OF ANALYSIS

CEPTH®HMKAT AHAJIM3IA

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
MNpoaykr: Haii3® AxTuBrens (HUMecynua) refb IIsk HApY:KHOTO NpumeHenus, 1 %, 100 r

Market / PbiHOK : Russia / Poccus

Batch No. / V240866 Batch Quantity / ~ 11845.00 units /

Cepus Ne ' Pasmep cepun * 11845.00equHuI
Analytical Repovrt No./ . 040002775570 Date of Analysis / . 30.12.2024

AHanuTHY eCKMii oTyeT Ne JlaTa anajansa

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

Jata npou3BoacTBa ToxeH Ao

Mfg. License No. /

IIponszeoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
JuneHzusa Ne

Analysis performed according ND / Ananus nposeseu no HJL: JITI-Ne(001336)-(PT"-RU)-251022

Page2 of S/Crp. 2 m35

b) UV spectrophotometry /
Y®-cniektpohoTo METpUsS

Complies as prescribed
CooTBeTCTBYET TpeOOBaHUAM

/| UV absorption spectrum of the test
solution should have absorption
maximum at 397+5 nm / Y®d-cnextp
TMOMJIOIIEHH HUCIIBITYEMOTO  pacTBOpa
JOJKEH HMETh MaKCHUMYM TOTJIOLIEHHS
nipu 397+5 HM

3. | Weight of package contents / 101 g/101r According to Rus. Ph. / B coorBetcTBUM
Macca coep:RHMOro ¢ TpeboBanusmu ' PO
YNAKOBKH

4. | pH 3.28 2.5t04.5/012,5 n04,5

5. | Viscosity / BazkocTb

966.9 centipoise /
966.9 cantunyas

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

6. | Impurities / IIpumecu

i. | Impurity C/
Ipumecs C
ii. | Impurity D/
[Tpumecs D

Any other impurity /
JlroGas npyras npumech

1il.

iv. | Total impurities /

CymMmMa npumecei

Not detected / He oOHapyxeHa

Not detected / He oOHapykeHa

0.03 %

0.07%

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

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

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

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

Remarks : The Product conforms to ND/
Ilpumeuanme: [Ipoaykt cootBeTcTByeT Tpebopanmam HJ

Conclusion : APPROVED /
Zakmouenne: OXOBPEHO

Prepared by /
[ToarotosiieHo: Santosh Kunl 'y

Maurya ¥
vrl

Checked by /

IIpoBepeno: Pawan Kumar
/]

—_

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pyxolaom-rrenb
Pavan Kumar Sharma /

G— -
e

Reptid Date /
Hara: 30.12.2024

Reprint Date /
Hara: 30.12.2024

Reprint Date /
Hara: 30.12.2024




Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIN3A

Mpoaykr:

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Haii3® AkTHBresnb (HHMECYNI) relb /Ul Hapy#HOr0 NpHMEHEH S,

%, 100 1

Market / Poinox

: Russia / Poccus

Batch No. / . V240866 Batch Quantity / . 11845.00 units /

Cepus Ne ) Pa3mep cepun * 11845.00equHuu
Analytical Repourt No./ . 040002775570 Date of Analysis / . 30.12.2024
ARaauTHUYeCKHIT oTuer No Jara ananusa

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

Jarta npou3BoacTBa TI'open po

Mifg. License No. /

IMpouspoacTBeHHast : MNB/05/263 MA number: / Homep PY : JI1-No(001336)-(PI™-RU)
nunexns Ne

Analysis performed according ND / Auanus npoeeaen no HA: JII1-Ne(001336)-(PI'-RU)-251022

Page3 of 5/ Ctp. 335

7. | Microbial purity* / Mukpoonosornyeckas 4HcTOTa*
i. |Total Aerobic Microbial Count NA Not more than 100 CFU/g /
/ Ob1ee yKcno aspoOHBIX He 6onee 100 KOE/r
MHKPOOPTraHU3MOB
| ji. | Total Combined Yeast and NA Not more than 10 CFU/g /
mould count / Obuiee yucio He Gonee 10 KOE/r
JIPOAOKEBBIX U MJIECHEBLIX
rpuboB
iii. | Pseudomonas aeruginosa NA Should absentin 1 g/
OrcytcrBue B 1 r
iv. | Staphylococcus aureus NA Should absentin 1 g/
OtcyrcTBHe B 1 T
8. | Assay/KoanyecTBeHHOE ONIpeaesieHHe
Nimesulide / 9.90 mg/ 9.90 mr 9.0 mg to 11.0 mg of Ci3H12N20sS
Humecynun (99.0 %) (nimesulide) (90.0% to 110.0% of label
claim)in 1 gof gel /
Ot 9,0 mr go 11,0 mr Ci13H;2N2OsS
(uumecynua) (ot 90,0 % no 110,0 % ot
HOMUHAJNILHOTO cosiepkanus) B 1 T rens

Remarks : The Product conforms to ND/
Ipumeuanne: [Ipogykt coorBeTcTBYeT TpeboBaHusm HJL

Conclusion : APPROVED /
3axaouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneno: Santosh Kumar [Iposepeno: Pawan Kumar Onobpeno: Menemxep / Pwlcosomn elnb
Maurya (4 ) Pavan Kumar Sharma h——"
Reprint Date / Reprint Date / Reprint Date /

Hara: 30.12.2024 Jara: 30.12.2024 Hata: 30.12.2024
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CERTIFICATE OF ANALYSIS
CEPTHOHNKAT AHAJIN3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Mpoaykr: Hai3® AkTuBrens (HUMECYNMA) refb JUIS HAPYXKHOrO MpUMeHERHd, 1 %, 100 r

Market / Prinok : Russia / Poccus

Batch No. / . V240866 Batch Quantity / . 11845.00 units /

Cepusi N ) Pasmep cepun * 11845.00equuu1,
Analytical RepOft No. / . 040002775570 Date of Analysis / . 30.12.2024

AHaINTUY ECKHUIT 0TYeT Ne Jara ananusa

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

JaTta npou3BoacTsa TI'open g0

Mfg. License No. /

IIpouspoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
TuueH3na Ne

Analysis performed according ND / Ananu3 nposeaen mo HJI: JITI-Ne(001336)-(PT-RU)-251022

Page4 of 5/ Ctp. 413 5

9. | Dimethyl sulfoxide / 101.4 % 90% to 110% of C2HeOS (dimethyl
JuameTuiacyabpoKeH sulfoxide) of label claim /
Ot 90 % no 110 % C2HesOS

(numeTnncynbdokcua) ot
HOMHHAJILHOTO COAEPKaHHU

10. |Package/ YnakoBka 100 g in a laminated aluminum tube equipped with tamper-evident membrane.
Each tube and a patient information leaflet in a carton. / [Io 100 r B TyOy 13
JIAMUHMPOBAHHOTO AIOMMHMA, CHAOXEHHYIO MeMOpaHOH Jns KOHTPOIs
nepeoro BekpbiTha. Kaxkyto Ty6y BMeCTe ¢ HHCTPYKLHEH N0 MEAULIMHCKOMY
TIPUMEHEHHMIO IOMEIIAIOT B [IaUKy 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.

*TlokazaTe/lb MOKET OTCYTCTBOBATH B cepTH(dHKATe aHATH3a npousBoauTens. IIpoussoauren
rapaHTHpyeT Ka4ecTBO Npenapara 1o 3THM MOKa3aTeJsM.

API name (INN) / HaumenoBaune AD®C

(MHH): Nimesulide / Humecynun

| API manufacturer batch number / NMS/14100699
Homep cepun npomsoanteas ADC:

FP Manufacturer API Batch number /

Homep cepil cyOCTaHIIHH MPON3BOXHTES FERA00619

TJId:

API Manufactured by & country / Aarti Drugs Ltd., India /

Ipoussoantens ADC, crpana: Aapti parc Jitn., Mnnus

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

Ipumeuanue: [Tpoaykr cooTBercTByeT Tpebosanusam HJI Zakawuenue: OJJOBPEHO

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

IMoarortosneno: Santosh Kumar IIporepeno: Pawan Kumar Ono6peno: Menemkep / PykopoanTenb

Maurya ‘% 4} Pavan Kumar Sharma fo—""
b A | ——"

Reprint Date / Reprint Date / Reprint Date /
Hara: 30.12.2024 Hara: 30.12.2024 Hara: 30.12.2024
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Hpoaykr: Haiis® AkrHBrens (HUMeCYIU) refib Ul HAPYX)HOTo npuMenenns, 1%, 100 r

Market / Pbinok : Russia / Poccus

Batch No. / . BT Batch Quantity / _ 11845.00 units / |
Cepus No ) Pasmep cepuu * 11845.00enuHnL

Analytical Repovrt No./ . 040002775570 Date of Analysis / . 30.12.2024

AuHauTHy eckuii oTyeT No JlaTa ananmsa

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

JaTa npousBoJcTBa Togen ao

Mfg. License No. /

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

JuueH3uss N

Analysis performed according ND / Ananius npoeeaen no HJL: JITI-Ne(001336)-(PI'-RU)-251022
Page5Sof 5/ Crp. 5u3 5

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumenoBanne, agpec H HOMep JHIEH3HH
NJIOINAIKH, OCYIeCTBIAIOI e
NPOH3BOACTBO/KOHTPOJIL KAaYeCTBA/BBLINYCK
rJae/

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (License No MNB/05/263) /
J-p Pennw’c Jlabopatopuc Jita., Uuaus, [TponssoacTeenHoe
noapasaenenue-6, Bunnamk Kxone, Hanarapx Poyn, bannw,
Conan uctpukr, X.I1. 173205, Unans (JInuensus 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».

3ak0ueHHe 0 COOTBETCTBMH: «HacTOAIMUM g MOATBEPK /A0, YTO IPHUBE/ICHHAs BbIllle MHPOPMALHA ABIAETCS
IOCTOBEPHON M TOYHOM. DTa Cepusi MPOAYKIUH IIPOM3BeneHa (BKIIOYas YNaKoBKy (MapKHPOBKY) M KOHTpPOJIb
KauecTBa) HA BHINIEYKAa3aHHOW MPOM3BOJCTBEHHOH IUTOMmIafKe (IJIOIAJKax) B IIOJIHOM COOTBETCTBHH C
TpeboBannaMu [IpaBui HajIexKalel TPOU3BOICTBEHHOM MPaKTHKH EBpa3suiickoro s5KOHOMHYECKOro coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsOps 2022) v TpeOORAHWSMU KOHTPONA KadecTBa JIEKAPCTBCHHBIX
CPEJICTB, & TAK)Ke B COOTBETCTBUM CO CIIENU(UKAMMUAME, COAEPXKAMMMHUCS B PETHCTPALIMOHHOM JIOCHE CTPaHbI-
UMIOpTepa. 3alicH MO IPOU3BOACTBY, YIAKOBKE M aHAlNHM3y IPOBEPEHBI, W YCTAHOBICHO HX COOTBETCTBHE
TpeGoBanusM [IpaBui HaamexKamei MPOU3BOCTBEHHOM IPaKTHKH EBpasHiCKOro 5SKOHOMHYIECKOTO COK03ay.

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

I pumeuanne: [TpoaykT cooTseTcTBYET TpeboBanuaM H/I 3akaouenune: OJOBPEHO

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

IMoarorosneno: Santosh Kumar ITporepeno: Pawan Kumar Ono6peno: Menemkep / Pykopoaurenb

Maurya j? Pavan Kumar Sharma e
S ’l_ ——

Reprint Date / Reprint Date / ' Reprint Date /

Hara: 30.12.2024 Hara: 30.12.2024 Hara: 30.12.2024




