Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHANUIA
Product : Nise gel 1%, 50 g
Mpoayxr: Haiiz¥, rens nis napysksoro npumenenus 1%, 50 r
Market / PoiHok : Russia / Pocens
Batch No. / . V240160 Batch Quantity / . 23141 units /
Cepusn Ne ) Pa3mep cepun ‘23141 equHun
Analytical Repourt No./ . 040002467924 Date of Analysis / . 29.03.2024
AHanIuTHYeCKHIT oTyeT No JaTta aHaaun3za
Date of Manufacture / . 03/2024 Date of Expiry / 02/2027
Jara npouzBoacTBa Topen oo
Mfg. License No. / .
TpoussoacTEeHHas : MNB/05/263 1;‘;" number: /Homep . 1 v 001198)-(PL-RU)
Junensus Ne
Analysis performed according ND No / Anams nposenen no H/ Ne: JITI-Ne(001198)-(PT-RU) dt. 29.03.2023 /
JIII-Ne(001198)-(PT'-RU) ot 29.03.2023

Ne | Test/ IToka3atenn

Result / Pe3yabTarsi

Specification / Hopma

1 | Appearance / Onucanne

Clear homogenous light yellow gel, free
from particulate matter / OmHOpOIHBILI
IpO3pauHbli rejlb CBETIO-KENTOTO
LIBeTa, CBOOOAHEI OT MOCTOPOHHIX
HACTHUII.

Clear homogenous

yvellow to  yellow gel, free
particulate matter / OQHOpPOAHBIN TTPO3P
reib OT CBETJIO-KENTOTO JIO XKENTOro
CBOOOHBLI OT HOCTOPOHHUX HACTHII.

2 Identification by HPLC /

Complies as prescribed /
Mnentuduramus (BIXKX)|CoorseTcTByeT TpeboBaHUAM

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). / BpeMst yaepKuBaHKs
OCHOBHOIO MMKa Ha XpOMaTOTpamme
HCIBITYEMOTO pacTBopa JOJDKHO
COOTBETCTBOBATh BPEMEHH YepXXHBaHH
OCHOBHOTO IMHKa Ha XpOMaTorpamme
pacTBOpa CTaHAAPTHOTO obpasna
HuMmecynuaa (pasgen «KomuuecTeeHHOE
OnpeneneHue)

3 Weight of package 51g/Slr According to the requirements. Not less
contents Macca than 50 g / B cooTBeTCTBHH ¢
COAep:KHMOr0 YIaKOBKH Tpebopanuamu. He menee 50

4 |[pH 57 4.610 6.0 /0T4,6 10 6,0

Remarks : The Product conforms to ND/

IIpumeuanne: [1poaykT cootTBeTcTBYET TpeGosanusM HJI

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by / [loarotosneHo:; Checked by / Approved by: Manager/Executive /
Nitin Sharma (_!A"\ IIposepeHo: Santosl@mr OpnobpeHo: Meueﬂw 1Tenb:

‘/ Maurya g Abhishek Chauhan j\
Reprint Date / Reprint Date / Reprint Date / - !
Hara: 29.03.2024 Hara: 29.03.2024 Hara: 29.03.2024
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Dr.Reddy’s Q}'

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJTU3A

Product : Nise gel 1%, 50 g

Hpoayxr: Haiiz™, resns ans napyskHoro nprmMerenus 1%, 50 r

Market / PoiHOK : Russia / Poccus

Batch No. / . V240160 Batch Quantity / _ 23141 units /

Cepusa Ne : Pa3smep cepun * 23141 enunul
Analytical Repovrt No./ . 040002467924 Date of Analysis / . 29.03.2024
AHanuTnuyecKuii oTyet Ne JlaTa ananuza

Date of Manufacture / . 03/2024 Date of Expiry / . 02/2027

JaTa npousBoacTsa Togen o

Mfg. License No. / .

IIpou3BoacTBeHHAS : MNB/05/263 ll‘f;‘ number: /Homep . nry n(001198)-(PT-RU)
auueHsasn Ne

Analysis performed according ND No / Anaaus nposeaen no H/{ Ne: JITI-Ne(001198)-(PI'-RT]) dt. 29.03.2023 /
JITI-Ne(001198)-(PI'-RU) ot 29.03.2023

5 Related substances /PoicTBeHHbIE NPUMeECH

1) Impurity A / [lpumecs A

2) Impurity B / IIpumecs B
3) Impurity C / IIpumecs C

4) Impurity D / [Tpumecs D
5) Impurity E / IIpumecs E
6) Impurity F / [Ipumecs F

7) Highest Unknown
[mpurity / Ennnyynas
HEWIEHTH QU I POBaHHAS
[pUMECh

8) Total impurities /
CyMMa npuMecei

Not detected / He obHapyxeHa

0.05%
Not detected / He obHapyxkeHa

0.07%

Not detected / He obHapyxeHa
Not detected / He oOHapyxeHa
Below LOQ (LOQ = 0.1 %) / Hixe

npenena KOJUYeCTBEHHOTO
onpenenenus (IIKO = 0.1%)

0.1 %

1) Not more than 0.2 % / He Gonee 0,2 %

2) Not more than 0.2 % / ne 6onee 0,2 %
3) Not more than 0.2 % / He Gonee 0,2 %

4) Not more than 0.2 % / ve 6onee 0,2 %
5) Not more than 0.2 % / He Gonee 0,2 %

6) Not more than 0.2 % / ne 6onee 0,2 %

7) Not more than 0.2 % / ve 6onee 0,2 %

8) Not more than 1.5 % / He 6onee 1,5 %

6 Microbial contamination / Mukpo6Hosorudeckass 4ucrora*

Remarks : The Product conforms to ND/
Ilpumeuanue: [IpoaykTt cooTBeTcTBYeT Tpebopanusm HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

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

Nitin Sharma ry [IpoBepeno: Santoshl,lg{qg’mar Onobpeno: Menemwxdp / PykoBoauTens:
) Maurya = Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date / T !

Hara: 29.03.2024 Jlara: 29.03.2024 Hara: 29.03.2024




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANN3A
Product : Nise gel 1%, 50 g
Ipoayxr: Haiiz®, rens ans Hapyskuoro npumenenus 1%, 50 r
Market / PoiHoK : Russia / Poccus
Batch No. / . V240160 Batch Quantity / . 23141 units /
Cepust No ) Pazmep cepuu * 23141 enuHUL
Analytical Repog‘t No./ . 040002467924 Date of Analysis / . 29.03.2024
AHaTuTHYeCKHIi oTYeT No Jarta anannsa
Date of Manufacture / . 03/2024 Date of Expiry / . 02/2027
Jarta nponssoacTea T'open o
Mifg. License No. / .
HponssoacTEenmas : MNB/05/263 1;4;‘ number: /Homep . 51y 3o001198)-(PT-RU)
aunensus Ne
Analysis performed according ND No / Anasnns nposeaen no H/L Ne; JITI-Ne(001198)-(PT-RU) dt. 29.03.2023 /
JITI-Ne(001198)-(PT'-RU) ot 29.03.2023

Total aerobic microbial
count / O0liiee KOJIMYECTBO
PKM3HECMOCOOHBIX
a9pOoOHLIX
MHKpPOOPraHU3MOB

Total combined
yeasts/molds count /
O0611ee YUCIIO IPOXIKEBBIX
U MJIeCHEBBIX IPUOOB
Pseudomonas aeruginosa

Staphylococcus aureus

NA

NA

NA
NA

Not more than 10 CFU/g /
He 60nee 10> KOE/r

Not more than 10' CFU/g /
He 6onee 10" KOE/r

Absent in 1 g/ OTcyTcTBHE B 1 T

Absent in 1 g/ OtcyTcTBUE B 1 T

7 Assay / KosmmyecTBeHHOE 9.0 to 11.0 mg of Cy3HsN20OsS
omnpeesieHHe (nimesulide) per 1 g of the product. /
10.23 mg /10.23 mr 01 9,0 10 11,0 Mr C13H2N2058
(HuMecynni) 8 1 r npenapara
8 Package / Yakoska 50 g in a laminated aluminum tube equipped with tamper-evident membrane. 1

tube and patient information leaflet (package insert) in a carton. /

[To 50 r B TYOY M3 JJaMHHUPOBAHHOT'O AJIFOMHHUS, CHAOXEHHYIO MeMOpaHoi AJist
KOHTPOJIS ePBOro BCKphITHA. [1o 1 TyOe B nauky KapTOHHYIO ¢ HHCTPYKIHEH 110
IPUMEHEHHIO (TMCTKOM-BKJIAJIBIILIEM).

Remarks : The Product conforms to ND/

IIpumeuanue: [TpogykT coorBeTcTByeT TpeboBanusaM HJT

Conclusion : APPROVED /
3akarouenue: OJOBPEHO

Prepared by / [ToarotosneHo:

Nitin Sharma TA"
//

Checked by /
IIposepero: Santosh

—
Maurya L=

Approved by: ManageiyExecutive /
Onobpeno: Menenxep | PykoBoAgTeNb:
Abhishek Chauhan \

Reprint Date /
JlaTa: 29.03.2024

Reprint Date /
Hara: 29.03.2024

Reprint Date / |
Jlara: 29.03.2024




Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHATTU3SA
Product : Nise gel 1%, 50 g
HpoayxT: Haiis®, ress anst HapykHoro npumerenus 1%, 50 r
Market / Poisiok : Russia / Poccust
Batch No. / . V240160 Batch Quantity / . 23141 units /
Cepus Ne ) Pazmep cepun * 23141 eguHuy
Analytical Repourt No./ . 040002467924 Date of Analysis / . 29.03.2024
AHajsiuTuyeckuii oT4yeT No Jarta ananansa
Date of Manufacture / . 03/2024 Date of Expiry / . 022027
Jara npou3BOACTBA T'oxeH go
Mfg. License No. / .
INpoussoncTrexHas : MNB/05/263 g[;} number: /Homep . yjr3 v 001198)-(PI-RU)
JaunexHzns Ne
Analysis performed according ND No / Anamnz nuposenen no HJI Ne: JITT-Ne(001198)-(PT"-RU) dt. 29.03.2023 /
JITI-Ne(001198)-(PT-RU) ot 29.03.2023

* Performed by the manufacturer periodically at release (with an interval of one test per 20 batches or at least once a year).
The test may be absent in the in-house certificate of analysis./

* TIpoBOAMTCA NPOU3BOJUTENEM TIPH BBITYCKE NEPHOAUUECKH (C HHTEPBAJIOM B O/IHO MCTIbITaHKe Ha 20 cepHi UM HE MEHee
1 paza B ron). ITokazarens MOXeT ObITh He BKIIOYEH B CEPTHOHKAT aHATH3a QUPMEL.

API name (INN) / A®C (MHH): Nimesulide / Humecyuug
API manufacturer batch number / NMS/13080769
Howmep cepuu npoussoauteiss ADC:
FP Manufacturer API Batch number /
Homep cepun cyGeTanuun npousBoaurtessi I'JIMD: FEQA00580
API Manufactured by & country / Aarti Drugs Ltd., India /
ITpousBoputenn APC, crpana: Aaprn Hparc JIta., Unaus
Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Name, address, authorization No for  FP Solan (HP) 173205, India (License No MNB/05/263) /
manufacturing site / Control site / Release site / [TpousBoacTBeHHOE NoApazaeneHne-6, Bumnamk Kxons,
HaumeHoBaHHe, aApec H HOMep JHUEH3HH Hanarapx Poyx, banou, Conan Juctpukr, X.I1. 173205, Unaus
IJIOAXKH, OCYLIeCTBIsIO el (JIuuensus Ne MNB/05/263)
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: I1poJyKT cooTBeTCTBYeET Tpebosanusm HJL Zaxmouenne: OJIOBPEHO
Prepared by / [loarotosieHo: Checked by / Approved by: Managet/Executive /
Nitin Sharma ) ITpoBepeno: Santosh Kumar Onobpeno: Menemxkepl{ Pykosonuyesb:
' (_,/ Maurya A Abhishek Chauhan
Reprint Date / Reprint Date / Reprint Date /
Hara: 29.03.2024 JHata: 29.03.2024 Hara: 29.03.2024




=
Dr.Reddy’s Q,'.°

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAITN3A
Product : Nise gel 1%, 50 g
HpoaykT: Haitz®, renns aas HApYKHOIO MPUMEHEHHA 196,50 r
Market / PoiHoK : Russia / Poccus
Batch No. / . V240160 Batch Quantity / _ 23141 units /
Cepus Ne ’ Paszmep cepun * 23141 equHuL
Analytical Repovrt No./ . 040002467924 Date of Analysis / . 29.03.2024
AHaauTHuecKHil oTueT Ne JaTa anaausa
Date of Manufacture / . 03/2024 Date of Expiry / 02/2027
JlaTa npoH3BOACTEA T'ogen po
Mfg. License No. / .
TpoussoacTBeHHAS . MNB/05/263 11:1)‘," number: / Homep . yry 3o001198)-(PT-RU)
Jomuensis Ne
Analysis performed according ND No / Ananu3 npoBeicH no H/I Ne: JITI-Ne(001198)-(PI'-RU) dt. 29.03.2023 /
JIT-Ne(001198)-(PI'-RU) ot 29.03.2023

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 FEurasian 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».

3akaioueHue o coorpercrBum: «HactosuM s TMOATBEPKAAIO, YTO MPUBCACHHAA BBILIC uHdopmanu
ABNSAETCS NOCTOBEPHOU W TOYHOH. DTa cepHs MPOAYKLMH MPOH3BEACHA (BKTIOYAs yHAKOBKY (MapKUpOBKY) H
KOHTPOJIb KauecTBa) Ha BBILIEYKA3aHHOH NPOU3BOCTBEHHOM II10IIA/IKe (MIOLA/KaX) B MI0JHOM COOTBETCTBHM
¢ TpeGoanysAmMy TIpaun HajurexkalIeH NIPOU3BO/ICTBEHHOI NpakTHKH EBpasuiickoro 3KOHOMHYECKOro coro3a
(Ne GMP/EAEU/RU/00554-2022 ot 02 ceHTA6ps 2022) 1 TpeGOBAHHAMH KOHTPOJIA KaUeCcTBa JICKapCTBEHHBIX
CPEJICTB, a TAKXKE B COOTBETCTBUH CO crelrdUKaUMAMH, COASPKALLMMHUCS B PErHCTPALHOHHOM JI0ChE CTPaHbI-
uMIIopTepa. 3anucu N0 MPOM3BOJCTBY, YIAKOBKE H aHANM3Y NPOBEPEHE], M yCTAHOBJICHO X COOTBETCTBUE
TpeboBanusiM IIpaBun Hajexamei TPOM3BOICTBEHHOM NPaKTHKK EBpasuiickoro 5KOHOMHUYECKOr0 COr03a».

Conclusion : APPROVED /

‘ Remarks : The Product conforms to ND/
3axmouenune: OJJOBPEHO

Ipumeyanue: [IpOIYKT COOTBETCTBYCT tpeGosanram HJI

Prepared by / [ToarotoBnieHo: Checked by / Approved by: Managi r/Executive /

Nitin Sharma _\N/ [Tposepeno: Santosh Kumar OnobpeHo: MeﬁemmEﬂ / PYKOBOJNTETb!
: Maurya C Abhishek Chauhan O(l

Reprint Date / Reprint Date / Reprint Date / |

Hata: 29.03.2024 Iata: 29.03.2024 Tara: 29.03.2024




