Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATTU3A

Product : Nise gel 1%, 50 g

T poayxr: Haitz", resnb juist Hapys»HOro npuMeHeHHts 1%, 50 r

Market / PoiHok

: Russia / Poccus

Batch No. / . V240158 Batch Quantity / . 23,090 units/

Cepusi Ne : Paimep cepun * 23,090 equHUL
Analytical Repourt No./ . 040002465768 Date of Analysis / . 20.03.2024
AHasuTnvyeckuii oryer Ne JlaTa aHau3a

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

JlaTa npon3BoAcTBa T'open no

Mfg. License No. /

MponssogcToennan : MNB/05/263 ryA number: /Homep . 71y no(001198)-(PI-RU)
JHneH3nsa N

Analysis performed according ND No / Anaan3 nposeaen no HJ[ Ne: JITI-Ne(001198)-(PT'-RU) dt. 29.03.2023 /
JIII-Ne(001198)-(PI'-RU) or 29.03.2023

MPO3pPa4YHEIN Ielib CBETIIO-XKEITOr0
1BeTa, CBOOOAHBIA OT MOCTOPOHHUX
HaCTHLL.

Ne | Test / IlokazaTenn Result / PesynbraTsl Specification / Hopma
1 Appearance / Onucanne (Clear homogenous light yellow gel, free Clear homogenous
from particulate matter / OnHopoassiii  [yellow  to  yellow  gel,  free

particulate matter / OOHOPOJHBIH MPO3p
rellb OT CBETJIO-XEJITOr0 JO XEJNTOro
cBOOOMHBIM OT MOCTOPOHHUX YACTHULI.

2 [dentification by HPLC /
Npentudpuxamusa (BIKX)

Complies as prescribed /
Coorsercrsyer 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). / Bpems yaepxuBaHus
OCHOBHOrO THKa Ha XpOMAaTorpamMe
HCIIBITYEMOTO pacTBopa JIOJDKHO
COOTBETCTBOBATH BPEMEHH yAEPKUBaHMs
OCHOBHOTO IHKA Ha XpOMaTorpaMmme
pacTBopa CTaHJIapPTHOTO obpasua
puMmecynuaa (pazzen «KoluyecTBEHHOE
DIIpENETIEHUEY)

According to the requirements. Not less
than 50 g / B CcOOTBETCTBHM C
TpeboBaHusmMu. He meHee 50 T

3 ‘Weight of package 5lg/Slr
contents Macca
COAEePIKUMOT0 YIIAKOBKH
4 pH 5.7 4.6 t0 6.0/ Ot 4,6 10 6,0

Remarks : The Product conforms to ND/
IIpumeuanue: [1poaykT cooTBeTCTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axkmouenue: OJJOBPEHO

Prepared by / TToaroTtoBaeno: Checked by / Approved by: Manager/Executive /
Nitin Sharma ,‘__L/ ITposepeHo: Santosh Kumar Onobpeno: Menemkep / Pykosoairesns:

Maurya & Abhishek Chauhan s
Reprint Date / Reprint Date / Reprint Date / \
Hara: 29.03.2024 Jarta: 29.03.2024 JMara: 29.03.2024




Dr.Reddy’s “’:'

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJTU3A
Product : Nise gel 1%, 50 g
I poayxr: Hait3%, resib 11 Hapy»kHoro npumeHenus 1%, 50 r
Market / PoiHok : Russia / Poccus
Batch No. / . V240158 Batch Quantity / . 23,090 units /
Cepus Ne ) Pazmep cepan * 23,090 enuHALL
Analytical Repourt No./ . 040002465768 Date of Analysis / . 20.03.2024
AHanuTHYeCKHiT oTyeT Ne JlaTa aHaIM32a
Date of Manufacture / . 03/2024 Date of Expiry / . 02/2027
Jara npon3BoacTBa TI'ogen o
Mfg. License No. / .
IpoussoacTBenHas : MNB/05/263 II‘,";‘ number: /Homep . ;ry \o001198)-(PI-RU)
JnueH3na Ne
Analysis performed according ND No / Ananns nposeaen no H/I Ne: JIII-Ne(001198)-(PT-RU) dt. 29.03.2023 /
JIIT-N2(001198)-(PT-RU) ot 29.03.2023

5 Related substances /PoacTBeHHBbIC NPpUMECH

1) Impurity A / [Ipumecs A

2) Impurity B / [Tpumecs B
3) Impurity C / ITpumecs C

1) Impurity D / [Tpumecs D

5) Impurity E / [Tpumecs E
6) Impurity F / Ilpumecs F

7) Highest Unknown
Impurity / EquHnuzas
HenaeHTHGUIpOBaHHasE
MpUMeECh

8) Total impurities /
CymMa npumeccii

Below LOD (LOD = 0.02 %) /
Huxe npenena obHapykeHUs
(TTO = 0.02 %)

0.05%

Not detected / He oOHapy>xeHa

Below LOQ (LOQ = 0.06 %) /
Huxe npenena
KOJIH4YECTBEHHOT O
onpeaenenus (ITKO = 0.06 %)
Not detected / He obHapyxeHa

Not detected / He 0O6HapyxeHa

Below LOQ (LOQ = 0.1 %) / Huxe
npezena KoJM4eCTBEHHOTO
onpenenenus ([IKO = 0.1%)

1) Not more than 0.2 % / ne donee 0,2 %

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

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

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

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

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

Remarks : The Product conforms to ND/
ITpumeuanue: [TpoayKT cooTBeTCTBYET TpeboBarusam HJJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / [logrorosneno: Checked by / Approved by: Managel/Executive /
Nitin Sharma \) [IpoBepeno: Santosh Kumar OnobpeHo: Memnme%':ymsonu eflb:

q"/ Maurya Abhishek Chauhan ‘
Reprint Date / Reprint Date / Reprint Date / |
Hara: 29.03.2024 Hata: 29.03.2024 JaTa: 29.03.2024
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTU3A

Product : Nise gel 1%, 50 g

poayxt: Haii3", reb ANl Hapy»HOro npumeneHus 1%, 50 r

Market / PoiHok : Russia/ Poccus

Batch No. / . V240158 Batch Quantity / . 23,090 units /

Cepus Ne ) Paszmep cepun " 23,090 epnHHL,
Analytical Rep0ft No./ . 040002465768 Date of Analysis / . 20.03.2024
AHnaauTHueckHii oTyer Ne JlaTa anaausa

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

Jara npon3poacTsa T'open go

Mfg. License No. / .

IponssoacTBennas : MNB/05/263 lll‘y"‘ number: /Homep . 5y no(001198)-(PI-RU)
JauueH3ns Ne

Analysis performed according ND No / Auasins nposenen no H/L Ne: JITT-Ne(001198)-(PT'-RU) dt. 29.03.2023 /
JITI-Ne(001198)-(PT'-RU) ot 29.03.2023

0.1 %

0 Microbial contamination / MuxpoGHnoiorndeckast Yyucrora*®

'Total aerobic microbial

MKH3HECTIOCOOHBIX
A3pOOHBIX
MHKpPOOPraHN3MOB
Total combined
yeasts/molds count /

H MJIECHEBLIX IPHOOB

Staphylococcus aureus

count / O011ee KOJHYECTBO

O6111ee YUCIIO JPOXKIKEBBIX

Pseudomonas aeruginosa

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

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

Absent in 1 g/ OtcytcTByeTB 11

IAbsent in 1 g/ OtcyTctByer B 1 T

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

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

lAbsentin 1 g/ OtcyrctBHEe B 1 T

Absent in 1 g/ OrcyretBne B 1 1

7 Assay / KonnueeTBeHHOE 0.0 to 11.0 mg of C13H12N205S
onpeaeneHue (nimesulide) per 1 g of the product. /
1030 mg /10.30 mr 01 9,0 10 11,0 Mr C13H;2N205S
(Humecynua) B 1 r npenapara
8 Package / YuakoBka 50 g in a laminated aluminum tube equipped with tamper-evident membrane. 1

MPHMEHEHHIO (JINCTKOM-BKJIAJbILEM).

tube and patient information leaflet (package insert) in a carton. /
[lo 50 r B TY6Y M3 TaMHHMPOBAHHOTO AJIFOMHUHHS, CHabXKeHHYI0 MeMOPaHO# /I
KOHTPOJIS epBoro BCkpbiTHs. 1o 1 Tybe B nauKy KapTOHHYIO C UHCTPYKLueH 110

Remarks : The Product conforms to ND/
Ilpumeuanue: IIpoaykT coorBeTcTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
Zakmouenue: OJJOBPEHO

Prepared by / [ToxrotoBnexo: Checked by / Approved by: Managgr/Executive /

Nitin Sharma \ Iposepeno: Santosh Kumar Onobpeno: Meunemxepy/ PykoBoayirens:
ﬁ)/ Maurya é_, Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Hata: 29.03.2024 Jata: 29.03.2024 Iara: 29.03.2024
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Dr.Reddy’s ‘}’

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTU3A
’Eoduct : Nise gel 1%, 50 g
[ poaykr: Hai3™, rens ang HapyskHoro npumenenns 1%, 50 r
Market / Poinok : Russia/ Poccus
Batch No. / . V240158 Batch Quantity / . 23,090 units /
Cepus Ne : Pasmep cepun " 23,090 €MHHULL
Analytical Repovrt No./ . 040002465768 Date of Analysis / . 20.03.2024
AHanuTn4eckuii oruer No Jata ananusa
Date of Manufacture / . 03/2024 Date of Expiry / . 02/2027
JaTa nponsBoacTBa TI'ogen o
Mfg. License No. / .
IIpom3BoACTBeHHAS : MNB/05/263 1;[;‘ number: /Homep .y no001198)-(PT-RU)
|srnensust Ne
Analysis performed according ND No / Anaaus nposeacn no H/I Ne: JITI-Ne(001198)-(PI'-RU) dt. 29.03.2023 /
JITI-Ne(001198)-(PI'-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./

* TIpOBOAMTCSA NPOM3BOANTENEM NIPH BHIMYCKE NEPUOLAHUYECKH (C HHTEPBAIOM B OJHO UCnbITaHKE Ha 20 cepHil UK HE MeHee
1 pasa B ron). [Tokazarens MOXeT ObIThH HE BKJIKOUEH B CEPTH(PUKAT aHanM3a GUPMBL.

API name (INN) / A®C (MHH):

Nimesulide / Humecynun

API manufacturer batch number /
Howmep cepuu npoussoautenst ADC:

NMS/13080769

FP Manufacturer API Batch number /

Howmep cepun cyOcTanuuu npoussoguress I'JID:

FEQA00580

API Manufactured by & country /
Ipoussoautenab ADC, crpaHa:

Aarti Drugs Ltd., India /
Aapru parc Jlta., Uapus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HanmeHoBaHue, agpec U HOMep JUIEH3HH
IUIOINAJKH, 0CYLIECTBISIOneH

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (License No MNB/05/263) /
I[TpousBoaCTBEHHOE NoApazaeneHue-6, Bunnamk Kxons,
Hanarapx Poyn, bapuu, Conan J{uctpukr, X.I1. 173205, Maaus
(JTuuenzus Ne MNB/05/263)

Remarks : The Product conforms to ND/

ITpumeuanne: [IpoaykT cooTBeTcTBYeT Tpedosanusam HJL

Conclusion : APPROVED /
Saxyouenue: OJOBPEHO

Prepared by / [loarotoBnexo; Checked by / Approved by: Manager/Executive /
Nitin Sharma ‘Ty ITpoBepeHo: Santo%]mar Ono6Gpeno: Menemkdp / PykosoayTens:

Maurya X Abhishek Chauhan f
Reprint Date / Reprint Date / Reprint Date / e \
Harta: 29.03.2024 Harta: 29.03.2024 Hara: 29.03.2024




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAITU3SA
Product : Nise gel 1%, 50 g
I poayxr: Haiis®, reas ansi HapyxxHoro npumeHnenus 1%, 50 r
Market / PoiHOK : Russia / Poccus
Batch No. / . V240158 Batch Quantity / . 23,090 units /
Cepusi Ne ’ Pazmep cepun 23,090 enUHULL
Analytical Repourt No./ . 040002465768 Date of Analysis / . 29.03.2024
AHanuTH4ecKHil oTdeT No Harta anaauza
Date of Manufacture / . 03/2024 Date of Expiry / 02/2027
Jarta npouzsoacTsa T'ogen g0
Mfg. License No. / .
TpousBoaCcTRenHas : MNB/05/263 11‘,4;‘ number: / Homep . 5y 3i001198)-(PI-RU)
annen3ng Ne
Analysis performed according ND No / Auasns nposenen no H/{ Ne: JINI-Ne(001198)-(PI'-RU) dt. 29.03.2023 /
JITI-Ne(001198)-(PI'-RU) or 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 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 cstablished».

3akJI04eHHe 0 COOTBeTcTBHMH: «HacTosmmum s MOATBEpXkJato, YTO NpPUBEAEHHAs BHIIE HHGOpPMaLKs
SABJIIETCS JOCTOBEPHON M TOUHOMN. DTa cepust MPOAYKLMH MpOu3Be/ieHa (BKJII0Yas YNakoBKy (MapKUPOBKY) H
KOHTPOJIb KAYECTBA) Ha BBILLIEYKa3aHHOM MPOM3BOACTBEHHOM MUIoMaaKe (TI0WaaKaX) B OJHOM COOTBETCTBUU
¢ TpeGopanusmu [IpaBun Hapnexaue NPOU3BOACTBEHHON NPAKTUKK EBpasuiicKoro 3kOHOMUYECKOro cor3a
(Ne GMP/EAEU/RU/00554-2022 ot 02 centabps 2022) u Tpe60BaHUAMH KOHTPOJIS KaueCcTBa JICKapPCTBEHHBIX
CpEJICTB, & TaKKe B COOTBETCTBUM CO creLU(UKALMAMY, COAEPKAMUMHUCS B PETUCTPALIMOHHOM JOChE CTPaHbI-
HUMIOpTepa. 3alucy MO MPOU3BOJCTBY, YNAKOBKE M aHalIM3y IPOBEPEHBI, W YCTAHOBJIEHO UX COOTBETCTBUE
Tpe6oBanusam [Ipapun Hajexaleil NpOU3BOACTBEHHOM NPakTUKK EBpasHiCKOTro 5KOHOMHUYECKOT0 COr03ay.

Remarks : The Product conforms to ND/
Ipumeuanue: [TpoaykT coorBeTcTBYeT Tpebosanusm HJI

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by / IloarorosneHo: Checked by / Approved by: Managgr/Executive /

Nitin Sharma 7 [Iposepeno: Santog_iumar Onobpeno: Menemkdp / PyKoBoANTEIIb!
Maurya L2 Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Jara: 29.03.2024 Harta: 29.03.2024 Hara: 29.03.2024




