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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Hpoaykr: Haiiz® Akrusrens (HUMeCyJIMA) redib ANl HAPYKHOro NpumeHeHus, 1 %, 50 r

Market / PorHok : Russia / Poccns

Batch No. / . V240081 Batch Quantity / . 23490.00 units /

Cepusi Ne ) Pazmep cepuu * 23490.00 enyHuL
Analytical Repo:'t No. / . 040002442678 Date of Analysis / . 22.03.2024
AHaJauTHYyeckuii oTueT Ne JaTta aHajn3a

Date of Manufacture / . 02/2024 Date of Expiry / . 01/2026

JlaTa npou3BoacTBa T'onen g0

Mfg. License No. /

IIpousrsoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JuueH3ua Ne

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

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

Page 1 of 6/ Crp. 1 u3 6

No/ . .

No Test / Ilokazarenn Result / PesyabTar Specification / Hopma

1. Description / Onucanne Homogeneous, transparent, pale- Homogeneous, transparent, colorless to
yellow gel with characteristic odor | pale-yellow gel with characteristic odor /
/ OnHOPOAHEIH PO3paUuHbIH IeNlb OnHOpOOHBIH MpPO3pauHbIH  reib  OT
6J1eJHO->KENTOrO L[BETA C OecuBeTHOrO 10 OJIeIHO-KEeITOro LIBETa
XapaKTepHBIM 3aMaxoM C XapaKTepHbIM 3aMaxom

2. Identification / UnenTHduKaANHSA

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 ymep>kuBaHHA
OCHOBHOT'O IMHKa HAa XpOMAaTOrpaMme

Ipumeuanne: IIpoayKT COOTBETCTBYET

Tpeboranusam HJ|

UCTIBITYEMOTO pacTBopa JOJDKHO
COOTBETCTBOBATH BpeMEHH
yIep>XUBaHWsS OCHOBHOTO THKAa Ha
Xpomarorpamme pacTBoOpa
cTaHmapTtHoro obpasua HUMeCYJIHOa
(paznen «KonuuecTBeHHOE
onpeneeHue»)

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

3akmoyenne: OJJOBPEHO

Prepared by /
IMonroroeneno: Santosh Kumar

Maurya
By

_—

Checked by /
IIporepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykoepoaurens
Manoj Kumar

el

Reprint Date /
Hara: 22.03.2024

Reprint Date /
Jara: 22.03.2024

Reprint Date /
Hata: 22.03.2024
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ilponyxr: Haiis® AKTHBreJb (HUMECYIUA) renb Ul Hapy)KHOTo npumMeHeHus, 1 %, 50 T

Market / Puinok : Russia / Poccus
Batch No. / . V240081 Batch Quantity / . 23490.00 units /
Cepus Ne ) Pasmep cepuu " 23490.00 enunuL

Analytical Report No. /
AHanuTuyeckuii oTyeT Ne

: 040002442678

JlaTa ananu3a

Date of Analysis /

: 22.03.2024

Date of Manufacture / . 02/2024 Date of Expiry / . 01/2026

JaTa npousBoacTsa I'onen 1o

Mfg. License No. /

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

JauueH3us Ne

Analysis performed according ND / Auanu3 nposeaen mo HJI: JIII-Ne(001336)-(PT-RU) dt. 25.10.2022 /

JITT-Ne(001336)-(PT-RU) ot 25.10.2022

Page 2 of 6 / Crp. 2 u3 6

b) UV spectrophotometry / Y-
crieKTpodOTO METPH

Complies as prescribed
CooTBeTcTBYeT TpeOOBaHUIM

/| UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / Vd-cnekrp
MOIJIOICHHA HMCIHBITYEMOI'0O pacTBOpa
JIOJDKEH MMETh MAKCHMYM MOIJIOIEHHS

nipu 39745 HM
3. |Weight of package contents / 51g/5lr According to Rus. Ph. / B cooTBeTcTBUH
Macca cogepKuMoro ¢ TpeboBanusmu [ 'O PO
YHAKOBKH
4. | pH 3.22 2.5t04.5/0t12,5 n04,5

5. | Viscosity / BazkocTh

967.1 centipoise /
967.1 cantumyas

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

6. | Impurities / IIpumecu

i. | Impurity C/
[Tpumeck C

ii. | Impurity D/
ITpumecs D

Not detected / He 0OHapyxeHa

Not detected / He oOHapy»eHa

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

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

Remarks : The Product conforms to ND/
IIpumeuanmue: ITpoaykr cooTBeTcTByeT TpeboBanusm HJL

Conclusion : APPROVED /
Saxmwuyenne: OJJOBPEHO

Prepared by /
IToarorosneno: Santosh Kumar

Maurya ,2

—

Checked by /
Iporepeno: Pardeep Kumar

-

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

Manoj Kumar Q

Reprint Date /
Hara: 22.03.2024

Reprint Date /

Reprint Date /
Jara: 22.03.2024

Hara: 22.03.2024
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CERTIFICATE OF ANALYSIS

CEPTHOPUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr: Haii3® AkTrsress (HUMECYIH) refb 1 HapY)KHOro npumeHenus, 1 %, 50 r

Market / Poisok

: Russia / Poccus

Batch No. /

Cepuist Ne 1 V240081

Batch Quantity /
Paszmep cepun

. 23490.00 units /
© 23490.00 equHUL

Analytical Report No. /
AHaauTuyeckHii oTyeT Ne

: 040002442678

Date of Analysis /
JlaTa ananu3za

: 22.03.2024

JuueH3ust Ne

Date of Manufacture / . 02/2024 Date of Expiry / . 01/2026

JlaTa npou3BoicTBa I'ooen oo

Mfg. License No. /

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

JITI-Ne(001336)-(PT-RU) ot 25.10.2022

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

Page3 of 6/ Crp. 3 u3 6

iii. | Any other impurity / 0.04% Not more than 0.50 % /
JlroGas apyras npuMech He 6onee 0,50 %

iv. | Total impurities / 0.0391% Not more than 1.50 % /
Cymma npumeceit He 6onee 1,50 %

7. | Microbial purity* / Mukpo6buonoruieckas yucrora®

i. |Total Aerobic Microbial Count /
O61ee yncio 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 / Obmmee uucio
JIPOMNOKEBBIX M TUIECHEBBIX
rpubor

iii. | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

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

Absentin 1 g/
OrcyterByerB 1 T

Absentin 1 g/
OtcytctByerB 1 T

Not  more  than 10 CFU/g

He 6onee 10 KOE/r

Should absentin 1 g/
OtcyrctBUe B 1 1

Should absentin 1 g/
OtcyrctBue B 1 1

/

Remarks : The Product conforms to ND/

Ipumeyanne: [IponykT cootsetcTBYeT TpeboBanusm HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
[Toarorosneno: Santosh Kumar

Maurya
o’ q

—_

Checked by /
ITposepeHo: Pardeep Kumar

o[-

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoauTesns

Manoj Kumar 9

Reprint Date /
MHara: 22.03.2024

Reprint Date /
Hara: 22.03.2024

Reprint Date /

Jara: 22.03.2024
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CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoaykr: Haiiz® Aktusreis (HUMeCYJIUA) redb JUIs Hapy»KHOTO NPUMEHEHA, | %, 50T

Market / Puinok : Russia / Poccus

Batch No. / . V240081 Batch Quantity / . 23490.00 units /

Cepusi No ' Pa3mep cepun ©23490.00 equHuL
Analytical Repovrt No. / . 040002442678 Date of Analysis / . 22.03.2024
AHaJIUTHYECKHUIT 0TUeT Ne JaTa aHaauza

Date of Manufacture / . 02/2024 Date of Expiry / . 01/2026

JlaTa nponssoacrea TI'ogen no

Mfg. License No. /

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

Analysis performed according ND / Ananu3 nposeger no HJL: JIII-Ne(001336)-(PT-RU) dt. 25.10.2022 /
JITI-Ne(001336)-(PI'-RU) ot 25.10.2022

Page4 of 6/ CTp. 4 M3 6

8. | Assay/KosanuecTBeHHOE onpenesienne

Nimesulide / 9.92 mg/9.92 mr 9.0 mg to 11.0 mg of Ci3H12N>OsS
Humecynun (99.2 %) (nimesulide) (90.0% to 110.0% of label
claim) in 1 g of gel /

Ot 9,0 Mr 1o 11,0 mr Ci3H12N205S
(aumecynun) (ot 90,0 % no 110,0 % ot
HOMMHAJIBHOIO CoJiepkaHus) B 1 1 rens

9. |Dimethyl sulfoxide / 103.1 % 90% to 110% of C2HeOS (dimethyl
Jumetniacynbhorcnn sulfoxide) of label claim /

Ot 90 % 10 110 % C:HsOS
(mameTHncynsQoKcuaI) oT
HOMHHJIBHOT'O COACPIKaHHA

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
JAMUHHPOBAHHOIO AaNIOMHMHHS, CHaOXXEHHYIO MeMOpaHOHW JUIf KOHTpOJIs
nepBoro BCkpbiTusa. Kaxkayro TyOy BMecTe ¢ HHCTPYKLMEH 10 MEAULMHCKOMY
MPHUMEHEHHMIO MIOMEILAIOT B NAa4Ky 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.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IponykT cooTBeTcTBYET TpeboBanuam HJI 3axumouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroroeneno: Santosh Kumar Ipoeepeno: Pardeep Kumar Onobpeno: Menemiep / PykoBoauresb
Maurya @_ t ‘ Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Jara: 22.03.2024 Jara: 22.03.2024 Jara: 22.03.2024
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr: Haii3® AkruBrens (HUMCECYIUA) Ielib AU HAPYXKHOTO NpuMeHeHus, 1 %, 50T

Market / PoiHOK : Russia / Poccus

Batch No. / . V240081 Batch Quantity / . 23490.00 units /

Cepusa Ne ) Pasmep cepuu " 23490.00 exuHuUL
Analytical Repourt No./ . 040002442678 Date of Analysis / . 22.03.2024
AHanuTnyeckuii oTyer Ne HJarta ananusa

Date of Manufacture / . 02/2024 Date of Expiry / . 01/2026

JlaTa npou3BoacTBa Topen no

Mifg. License No. /

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

Analysis performed according ND / Anaaus nposegen no HJI: JIIT-Ne(001336)-(PT-RU) dt. 25.10.2022 /

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

PageS5of 6/ Ctp. S5u3 6

*TlokazaTeab MOKeT OTCYTCTBOBATH B ceanq)nKaTe AHAJHN3a IIPOU3BOAHTEIA. HPOPISBO}IllTeJlb
rapaHTHpPYeT Ka4eCTBO npenapara mo 3THM NoKa3aTeJsiM.

(MHH):

API name (INN) / Haumenopanue ADC

Nimesulide / Humecynun

API manufacturer batch number /

nponspoauTes IJID:

Homep cepnu npounszsopurens ADPC: NMS/13080769
FP Manufacturer API Batch number /
Homep cepuu cybcTaHIHH FEQAO00580

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

Aarti Drugs Ltd., India /
Aaptu [parc JIta., Uuous

Release site /

Haumenopanne, agpec H HOMep
JIMIEH3UH IUIOIIATKH,
ocylecTBJIAIMeH
NMPOU3BOACTBO/KOHTPOJIb
KavecTBa/Boinyck I'JID /

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) /
H-p Penpnu’c Jlaboparopuc Jlta., Uunus,
TpousBoacTBeHHOE Moapa3aenenue-6, Bumnanx Kxons,
Hanarapx Poyn, bannu, Conan ductpukt, X.I1. 173205,
Hupus (JInuenzus Ne MNB/05/263)

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumewanue: [poaykT cooTBeTcTBYET Tpebopanusm HJI 3akiarwuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarotoeneno: Santosh K [poeepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoaurtens
Maurya ‘i (I, Manoj Kumar \m{ Q
Reprint Date / Reprint Date / Reprint Date /

Hara: 22.03.2024 Hata: 22.03.2024 Hata: 22.03.2024
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IMpoaykT: Haiis® Akrusressb (HUMeCYIH) relib JUISL HapyKHOTO pUMeHeHus, 1 %, 50 T
Market / PoiHok : Russia / Poccus
Batch No. / . V240081 Batch Quantity / . 23490.00 units /
Cepus Ne ) Pa3mep cepnu © 23490.00 equHUL
Analytical Repourt No. / . 040002442678 Date of Analysis / . 22.03.2024
AHannTHYECKHH 0T4YeT No Jara ananusa
Date of Manufacture / . 02/2024 Date of Expiry / . 01/2026
JaTa npou3BoacTBa T'open go
Mfg. License No. /
IIpounsBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
nuueHsua Ne
Analysis performed according ND / Ananns nposeaen no H: JIII-Ne(001336)-(PI'-RU) dt. 25.10.2022 /
JITI-Ne(001336)-(PI'-RU) ot 25.10.2022

Page 6 of 6 / CTp. 6 u3 6

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».

3akJ049eHne 0 COOTBeTCTBHM: «HacToAIMM s MOATBEPXKAAl0, UTO IPUBEACHHAS BhIIIe HHPOpMaLKUs SBIISIETCA
JIOCTOBEPHOM M TOYHOM. DTa CEpHsl MPOAYKUHH NPOM3Be/ieHa (BKIIOYas YIAaKOBKY (MapKHPOBKY) M KOHTPOIb
Ka4yecTBa) Ha BBIIIEYKA3aHHOHW IIPOM3BOJICTBCHHON IUTOIMAAKe (IUIOIIAAKaX) B IIOJHOM COOTBETICTBHH C
Tpe6GoBanusamu [IpaBui Haajexale IpOU3BOACTBEHHON NpakTHKKU EBpa3suiickoro 5KOHOMHYECKOTo coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenrsOps 2022) u TpeOGOBaHMIMH KOHTPOJIA KadecTBa JIEKAPCTBEHHBIX
CpPEIICTB, a TaKXKe B COOTBETCTBUH CO CHENHGUKAIMIME, COACPKAIIUMHUCA B PETUCTPAIIMOHHOM JOChE CTPaHBI-
UMITOpTepa. 3amuCH MO IPOU3BOJCTBY, YIAKOBKE U aHAJIU3y NIPOBEPEHBI, U YCTAHOBJIEHO HX COOTBETCTBHE
tpebopanusaM [IpaBu Hamexaueif NPOU3BOICTBEHHON NPAKTUKH EBpa3sHiCKOro SKOHOMUYECKOTO CO03a).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeyanue: IIpogykT cooTsercTByeT Tpebosanusm HJL 3axmouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Santosh Kumar Ipoeepeno: Pardeep Kumar Onobpeno: Menemxkep / PykoBonurens
Maurya @E_ , Manoj Kumar D

- /"\
Reprint Date / Reprint Date / Reprint Date /
Jata: 22.03.2024 JlaTta: 22.03.2024 Hara: 22.03.2024




