Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Forimul
Vill, Khot, N

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoaykr: Haii3® Axrusrens (HUMecyua) relib JUld HapykHoOro npumetesus, 1 %, 50 ¢

Market / PoiHok : Russia / Poccus

Batch No. / . V240127 Batch Quantity / . 23,447.00 units /

Cepusi Ne ) Pasmep cepun " 23,447.00 enquHKUL
i t No. / i

Analytical RepOf- No. / . 040002463704 Date of Analysis / . 28.03.2024

AHAJIUTHYECKHIi 0TUeT Ne JlaTa anannsa

Date of Manufacture / . 03/2024 Date of Expiry / . 02/2026

JlaTa npou3BoacTBa I'ogen oo

Mfg. License No. /

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

JuueHsns Ne

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

Analysis performed according ND / Anaan3 nposeaen mo HJL: JIIT-Ne(001336)-(PT-RU) dt. 25.10.2022 /

Pagel1of 6/Crp. 1 m3 6

No /

Test / IloxazaTeian
Ne

Result / PesyabTat

Specification / Hopma

1. Description / Onucanue

Homogeneous, transparent, pale-
yellow gel with characteristic odor
/ OnHOpOAHBIN MPO3PaYHbIHN IeNlb
OJIEAHO-XKEJITOTO LIBETA C
XapaKTEePHBIM 3aM1aXOM

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor /
OmHOpOOHBIA MpPO3pa4yHbIi  rejib  OT
GeCLBETHOIO 10 OJIeTHO-KENTOro LiBeTa
C XapaKTepHBIM 3allaXxoM

2. Identification / UnenTnduxanus

a) HPLC / BDXKX

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 ynepxuBaHUs
OCHOBHOI'O THMKa Ha XpoMaTorpamme
UCTIBITYEMOTO pacTBopa JIOJDKHO
COOTBETCTBOBATH BpEeMEHH
yIep>KMBaHUS OCHOBHOIO IIMKa Ha
XpoMaTorpaMmme pacTeopa
cTajapTHOro ofpasua HHMECYJIHAA
(pazpen «KonuyecTBeHHOE
OMpe/IeICHUE»)

Remarks : The Product conforms to ND/

Ipumeuanue: [Ipoaykr coorseTcTByeT TpeGosanuam HJT

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO

Prepared by / Checked by /
Ioaroroeneno: Nitin Sharma [poepeHo: Santosh Kumar
Maurya

LS

Approved by: Magager/Executive /
Onobpeno: Mene
Abhishek Chaul

cep / PykoBoaurens

\

Reprint Date /
Jara: 28.03.2024

Reprint Date /
Jara: 28.03.2024

Reprint Date / \
Iara: 28.03.2024

Registerad OF

Tal: +

CIfd: LSS 105AF1

www.drreddys.com
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Dr.Reddy’s ‘_‘.’

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr: Hait3® AxTupreab (HUMECYJIMA) reib 1 HAPY/KHOro npumeHneHus, 1 %, 50 r

Market / PoiHok : Russia / Poccus

Batch No. / . V240127 Batch Quantity / . 23,447.00 units /

Cepusi N ) Pasmep cepuun  23.447.00 eqynuy
analytical Report No. / : 040002463704 Date of Analysis / : 28.03.2024
AHaaUTHYECKHI oT4eT Ne JlaTa ananusa

Date of Manufacture / . 03/2024 Date of Expiry / . 02/2026

JaTa npousBoacTBa T'oaen no

Mfg. License No. /

IIpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JuueH3ust Ne

Analysis performed according ND / Ananu3s npoesen mo HJI: JIII-Ne(001336)-(PT-RU) dt. 25.10.2022 /
JII-Ne(001336)-(PT-RU) ot 25.10.2022

Page2 of 6/ Crp. 23 6

b) UV spectrophotometry / Y®-
cnexkTpodoTo MeTpUs

Complies as prescribed /
CooTtBeTcTBYET TPEOOBAHUAM

UV absorption spectrum of the test
solution should have absorption
maximum at 3975 nm / Y®-cnekrp
MOTJIOLIEHUs HMCIIBITYEMOro  pacTBopa
JOJDKEH UMETh MAKCHMYM TMOTTIOICHHS
nipu 397+5 HM

3. | Weight of package contents / 51g/51r According to Rus. Ph. / B cooTBetcTBUM
Macca coep:KHMOT0 ¢ Tpeboanusamu ['[® PO
YHAKOBKH

4. | pH 33 2.5t04.5/0t12,5 n04,5

5. | Viscosity / Baskocrs 959.1 centipoise / 400 to 1,200 centipoise /

959.1 canTunyas Ot 400 mo 1200 canTunyas

6. | Impurities / IIpumecn

i. | Impurity C/ Not detected / He oOHapykeHa Not more than 0.50 % /
Ipumecs C He 6onee 0,50 %

ii. | Impurity D/ N d Not more than 0.50 % /
ITpumecs D ot detected / ne oOHapyxKeHa He Gortee 0,50 %

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Ipoaykt coorBeTcTBYET TpeboBanuaM HJI 3akmiouenue: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ITogrororneno: Nitin Sharma TMporepeno: Santosh Kumar Ono6peno: Menerbkep / Pykosoaurens

W& Maurya ( éﬁ/ Abhishek Chauha \
Reprint Date / Reprint Date / Reprint Date / \
Jlara: 28.03.2024 Jara: 28.03.2024 Hara: 28.03.2024

i NGAE, Telangana, india

Ragisterad Officg: 8-2-337, Road Ne, 3

wwwedrrededys.com

Banjara Hills, Hyderabad - 50
00 2999, Email: maild
34PLCONAS
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoaykr: Haii3® AkTHBrens (HUMECYU) TeNb Al HapY)KHOFO npumeHenus, 1 %, 50 r

Market / PbiHok : Russia / Poccus

Batch No. / . V240127 Batch Quantity / . 23,447.00 units /

Cepusi Ne ) Pasmep cepuu © 23,447.00 enuHML
Analytical Repourt No. / . 040002463704 Date of Analysis / . 28.03.2024
AHaauTHYeCKHnid oTueT Ne Jata aHanusa

Date of Manufacture / . 03/2024 Date of Expiry / . 02/2026

JlaTa npou3BoAcCTBa I'ogen go

Mfg. License No. /

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

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

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

onpenenenus (ITKO = 0.03%)

Page3 of 6/Crp.3u3 6
iii. | Any other impurity / Below LOQ (LOQ = 0.03%) / Huxe | Not more than 0.50 % /
Jlrobas apyras npuMech nipeziena KoH4eCTBEHHOTO He 6onee 0,50 %

iv. | Total impurities / Below LOQ / Huxe npenena Not more than 1.50 % /
Cymma npumeceii KOJIMYECTBEHHOTO ONpeaeNeHUs He 6osee 1,50 %
7. | Microbial purity* / MukpoOuosIoruyeckasi 4HcToTa*

i. | Total Aerobic Microbial Count /
Obuee 4yncno a3poOHBIX MUKPO-
OpraHH3MOB

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

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

ii. | Total Combined Yeast and
mould count / Oblee 9ucao
JIPOMOKEBBIX U [UIECHEBBIX
rpuboB

ii. | Pseudomonas aeruginosa

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

Absentinl g/
OtcyrctByerB I T

Not more than
He 6onee 10 KOE/r

10 CFU/g

Should absentin 1 g/
OtcyrcTBHE B I T

/

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoaykT coorBeTcTBYeT TpebopanusM HJI

Conclusion : APPROVED /
3axkmouenue: OJJOGPEHO

Prepared by /
Honrorosneno: Nitin Sharma

Checked by /
IIpoeepeno: Santosh Kumar

Maurya %/

-

Approved by: Manager/Executive /
OnobpcHo: MeHemitep / PykoBoaAHTCIID
Abhishek Chauhan \| \\

Reprint Date /
Jara: 28.03.2024

Reprint Date /
Hara: 28.03.2024

i

Reprint Date /
Jara: 28.03.2024

Pegisterad Office: 8-2
Tl 51 80 44960 2561

*)
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIU3A

gv's Laboratories {id
Formuiation Unit-6

Vill. Khol, iaiagarh Road, Baddj,
Disit :

Selan, |

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Iponykr: Haiiz® AktuBreis (HUMecyaun) reipb [l Hapy)KHOro npuMeHenns, 1 %, S0 r

Market / Prinok : Russia / Poccus

Batch No. / . V240127 Batch Quantity / . 23,447.00 units /

Cepusi No i Pasmep cepuu © 23,447.00 envEun
Analytical Report No./ - 040002463704 Date of Analysis / . 28.03.2024
AHaJuTH4ecKHii oTUeT No Jara anaauza

Date of Manufacture / . 03/2024 Date of Expiry / . 02/2026

JaTa npou3BoacTBa Tonen no

Mfg. License No. /

[IpousBoacreeHHnas : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JuueH3ust Ne

Analysis performed according ND / Ananus nposeaen no H/I: JITI-Ne(001336)-(PI'-RU) dt. 25.10.2022 /
JHI-Ne(001336)-(PT-RU) ot 25.10.2022

Page4 of 6/ CTp. 413 6
Should absentin 1 g/

iv. | Staphylococcus aureus Absentinl g/
OrcyrcrByerB 1 T OrcyrcTBue B 1 r
8. | Assay/KonnuecTBeHHOE onpegeeHHe
Nimesulide / 9.99 mg/9.99 mr 9.0 mg to 11.0 mg of C13H12N>OsS
Humecynun (99.9 %) (nimesulide) (90.0% to 110.0% of label
claim)in 1 g of gel /
Ot 9,0 mr o 11,0 Mr C13H;2N2OsS
(aumecymun) (ot 90,0 % no 110,0 % ot
HOMHHAJIBHOI'O cofiepxkanus) B 1 r res
9. | Dimethyl sulfoxide / 99.7 % 90% to 110% of CoHsOS (dimethyl
Jumernacyandorcun sulfoxide) of label claim /
0190 % mo 110 % C2HsOS
(numeTuncynedokcua) oT
HOMHUHAJIBHOTO COMIePIKaHHs
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
JIAMHUHHPOBAHHOTO ATIOMHMHMS, CHaOXEHHYH0 MeMOpaHOW AN KOHTPONS
nepBoro BekpsiTHi. Kaxayro TyOy BMeCTe ¢ HHCTPYKLMEH MO0 MEIULIMHCKOMY
NPUMEHEHHUIO TOMEUIAIOT B [TaYKy KapTOHHYIO.

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoaykT coorBeTcTByeT TpeboBanusm H]

Conclusion : APPROVED /
3akarwuenne: OJOBPEHO

Prepared by /
IToarororneno: Nitin Sharma

Checked by /
Ilposepeno: Santosh Kumar

Approved by: Mapager/Executive /

X . S
Reprint Date / Reprint Date / Reprint Date /
Jara: 28.03.2024 Hata: 28.03.2024 JlaTta: 28.03.2024
Renistered Office: 8-3-327, Road No. 2, Banjara Hills, Hyderabad - S00024, Telsngaina, indii
Tel: 481 404900 2900, Fax: +8140 2699, Emgill mail@drepddys,cob

ClM: L85 1G5AP1084PLI004507
wwdrireddys.com




Dr.Reddy’s Q‘:'.

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJI3A

Product ; Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr: Haiis® AkTuBrenb (HUMECYNN)1) rellb /UTA HapyAHOro npumeHeHns, 1 %, 50r

Market / PbiHOK : Russia / Poccus

Batch No. / . V240127 Batch Quantity / . 23,447.00 units /

Cepusn No ) Pasmep cepun * 23,447.00 epuHuL
i t No. / i

Analytical RepOf- No. : 040002463704 Date of Analysis / . 28.03.2024

AHaJMTHYECKHi oTueT Ne HaTa ananusa

Date of Manufacture / . 03/2024 Date of Expiry / . 02/2026

|[laTa npou3BoACTEA T'oaen 10

Mfg. License No. /

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

mmuensns Ne

JIT-Ne(001336)-(PI’-RU) ot 25.10.2022

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

Pagc50f 6/ CTp. 513 6

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

*[ToxazaTeb MOXKET OTCYTCTBOBATH B cepTHQHKATe aHAIH3a Npou3BoguTels. [pousBoauren
rapanTupyer Ka4yecTBo npemnapara mo 3THM NOKa3aTeJIfM.

API name (INN) / HaumenoBanue ADC

Nimesulide / Humecynup

nponspoauTeas I'JID:

(MHH):

API manufacturer batch number / NMS/13080776
Homep cepun npon3Boautenst A®C:

FP Manufacturer API Batch number /

Homep cepun cyOcTaHIHH FERA00080

API Manufactured by & country /
IIpounssoautean APC, crpana:

Aarti Drugs Ltd., India /
Aaptu parc JIta., Uunus

Release site /

HaunmeHOBaHMe, aqpec H HOMEP
JIHIEH3UH JIOMIATKH,
0CyIIeCTBIISIIOIIeH

O POH3BOACTBO/KOHTPOJIbL
kavyecTBa/Boinyck I'JID /

Name, address, authorization No for

FP manufacturing site / Control site /
Distt. Solan (HP) 173205, India (License No MNB/05/263) /

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,

II-p Pennu’c Jlabopatopuc JIta., Munus,
TpousBoacTBEHHOE MOApa3/ienenue-6, Buutamk Kxos,
Hanarapx Poyxn, banau, Conan JJuctpukr, X.IL 173205,

Wnpaus (JIuuenzus Ne MNB/05/263)

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Ipoaykt cooTBeTcTBYET Tpeboanuam HJI 3axmouyenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneno: Nitin Sharma IMposepeno: Santosh Kumar Onobpeno: Menemxkef / Pykosogurens
Maurya Abhishek Chauhan
-7 .
il &
Reprint Date / Reprint Date / Reprint Date /
Jlata: 28.03.2024 Jara: 28.03.2024 Hara: 28.03.2024
Registerad Office: 8-2-327, Road No. 2, Banjara Hills, Hyderabad - 305034, Telangans, India
Tel +91 260 299¢, Email: mail@Edreddys,com

ISAP PLCOCASET

wary drreddys.com




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g i
Mpoayxr: Haitz® AktuBrens (HUMeCyJIi) reib Ui HapyAKHOTO npumenenus, 1 %, 50 r |
Market / Puibok : Russia / Poccus
Batch No. / . V240127 Batch Quantity / . 23,447.00 units /
Cepns Ne ) Paimep cepnn * 23,447.00 enqunui
- N =
Analytical RepOj‘t No./ . 040002463704 Date of Analysis / . 28.03.2024
AHaJuTHYECKH#i oTueT No Jara ananusa
Date of Manufacture / . 03/2024 Date of Expiry / . 02/2026
JlaTa npou3BoACTBA T'open no
Mfg. License No. /
IIpousBoAcTBeHHAA : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PI-RU)
JuueH3us Ne
Analysis performed according ND / Ananun3 nposeaen no HJ: JIII-Ne(001336)-(PT-RU) dt. 25.10.2022 /
JITI-Ne(001336)-(PI'-RU) ot 25.10.2022

Page 6 of 6/ CTp. 6 m3 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».

3aK0YeHHe 0 COOTBETCTBHH: «HAacTOAIMM s HOATBEPIKAAL0, YTO IIPHBEEHHAS BBINE HHOOPMALMS SABIAETCS
JOCTOBEPHOH M TOYHOM. DTa cepHs MPOAYKIHHM IpOU3BeeHa (BKIIOYAs YIIAKOBKY (MapKMPOBKY) M KOHTPOIb
KauecTBa) HA BBIIEYKAa3aHHOW ITPOM3BOACTBEHHOHN IUIOMAjKe (IJIOMAAKax) B IIOJHOM COOTBETCTBHM C
TpeGoBanuaMu [IpaBun HajIexallell IPOU3BOICTBEHHOM MPaKTHKH EBpa3suiicKoro 3KOHOMHUYECKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceHtssops 2022) u TpeGoBaHHAMH KOHTpOJII KadeCTBa IJIEKAPCTBEHHBIX
CPEICTB, a TAKXKE B COOTBETCTBHH CO CHeMUPUKAMAME, COAEPKAIUMHUCS B PErHCTPAllHOHHOM JI0ChE CTPaHbI-
UMIIOpTEpa. 3allMCH [0 NPOU3BOACTBY, YINAKOBKE H AHANU3y NPOBEPEHBI, H YCTAHOBIECHO MX COOTBETCTBHE
TpeGoBanusM IIpaBun HajuIexame pou3BOACTBEHHOM IPAaKTHKH EBpasuiiCkoro 3KOHOMUYECKOTO COXO3a).

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

Npumeuanne: [Iponykr coorseTcTBYET TpeboBanusm HI 3aknwyenue: OJOBPEHO

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

Hoaroroeneno: Nitin Sharma [Npogepeno: Santosh Kumar Onobpeno: Menemxdp / Pykosonurens
\ Maurya g Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Jara: 28.03.2024 Hata: 28.03.2024 Hara: 28.03.2024

Regicterad Office: £-2-327, Road Mo, 3, Banjara Hills, Hyderabad - 500024, Telangana, india
2000, Fax: 51 40 4800 2099, BEmail: mailieidrreddys.com
Cli: LS5135AF1 LCCOAS07

www drreddys.com

Tel: +91 40 450




