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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATTU3A
Product: Nise gel 1%, 100 g
Hpoaysr: Haiis”, rexs ana Hapy:Horo npumenenns 1%, 100 ¢
Market / PriHoK : Russia / Poccus
Batch No. / . V250093 Batch Quantity / . 11687.000 units /
Cepus Ne ) Pa3zmep cepuu © 11687.000 egunmL
Analytical Repovrt No./ - 040002807930 Date of Analysis / . 12.02.2025
AHanuTHYecKHH oTueT Ne Jara ananausa
Date of Manufacture / . 01/2025 Date of Expiry / . 12/2027
Jara npon3soacTBa I'ogen no
Mfg. License No. /
IIponsBoacreenHasn : MINB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT-RU)
JuneH3ua Ne
Analysis performed according ND No / Avasns nposeaen no HJ/L Ne: JIII-Ne(001198)-(PI'-RU)-290323

Ne | Test/ IokazaTenn ' Result / PesyabTathl Specification / Hopma - ]

1 Appearance / Onucanne Clear homogenous light yellow gel, free  Clear homogenous light
from particulate matter / OqHOpOAHBII yellow to  yellow gel, free from
Mpo3payHbiii refb CBETI0-KENTOro LBeTa, particulate matter / OHOPOAHBIM MPO3PAUHBIH
CBOOOMHBIH OT NOCTOPOHHUX YaCTHUL. reib OT CBETJIO-XENTOrO [0 EJTOro LBETA,
| B CBOOOIHBIH OT MOCTOPOHHUX JaCTHL,

2 Identification by HPLC / | Complies as prescribed / CooTBercTByeT ;The retention time of the main peak in the
HNpenrudpuranus (BIXKX) TpebOBaHUIM 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 yIepXMBaHHMsi OCHOBHOIO MHKAa Ha|
XpoMaTorpaMMe  HCHBITYEMOTO  PacTBOpa
JIOJKHO COOTBETCTBOBATh BpPEMEHU
yAepKUBaHUS OCHOBHOI'O NUKa Ha
XpoMmaTtorpaMMe  pacTBopa  CTaHAapTHOro
0obpazua HUMECYIHIA (pasmen
- . kKomnu4yecTBEHHOE ONPEACICHUE)

3 Weight of package 101g/101r According to the requirements. Not less than
[contents Macca 100 g/ B cootBercTBrM ¢ TpeOoBanusAMu. He
COJEPIKHUMOro YHaKoBKH Menee 100 r

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: IIpoaykt cooTBeTcTBYET TpeboBanuam HJI 3axmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosneno: Santosh Kumar IIpoBepeno: Pardeep Kumar Onobpeno: Mernemkep / PykoBoautenb
Maurya @”\ . Amit Kumar 4

Reprint Date / Reprint Date / Reprint Date/

Hara: 12.02.2025 Jlarta: 12.02.2025 Jara: 12.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A

Product: Nise gel 1%, 100 g

Hpoaykr: Haiiz®, rens juis HapyskHoro npyumenedns 1%, 100 ¢

Market / PoiHOK : Russia / Poccus

Batch No. / T Batch Quantity / ~ 11687.000 units /

Cepuisi N ) Pazmep cepun * 11687.000 eanHMLL
Analytical Repo:‘t No./ . 040002807930 Date of Analysis / . 12.02.2025
AHanuTHdeckKHii oTueT Ne Jlata ananusa -
Date of Manufacture / . 01/2025 Date of Expiry / . 12/2027

JlaTa npoH3BOJACTBA T'ogen a0

Mfg. License No./

ITpoussoacTBEHHAs : MNB/05/263 MA number: / Homep PY  : JI[I-Ne(001198)-(PT-RU)
JUueH3nA Ne

Analysis performed according ND No / Auanus nposeaen no HL Ne: JITI-Ne(001198)-(PT'-RU)-290323

4 pH ‘

5.2

4.610 6.0/ 0T 4,6 10 6,0

Related substances /PoacTBeHHbIE IPAMECH

1) Impurity A / [Ipumecs A
2) Impurity B / IIpumecs B

3) Impurity C / IIpumecs C

4) Impurity D / [Tpumecs D

5) Impurity E / Ilpumecs B
6) Impurity F / [Ipumecs F

7) Highest Unknown
Impurity / Enuau4Has
HeuJeHTUDHIIUPOBAHHA
51 TIPEMECH

1) Not detected / He obHapyxKeHa
2) Below LOQ (LOQ = 0.04 %) /
Hixe npesena KOJMHECTBEHHOTO
onpenenenns (ITKO = 0.04 %)

3) Below LOQ (LOQ = 0.04 %) /
Huxe mpeena KOJHYECTBEHHOTO
onpeaenenus (ITKO = 0.04 %)

4) Below LOD (LOD =0.02 %) /
Huxe npenena ooHapyxenus (I10
=0.02 %)

5) Not detected / He obnapyxeHa
6) Not detected / He 0OHapyxeHa

7) Below LOQ (LOQ = 0.1 %) /
Huoxe npesiena KOJINUECTBEHHOTO
onpenenerus (ITKO = 0.1%)

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

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

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

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

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

Remarks : The Product conforms to ND/

Ipumeuanue: [IpoaykT cooTBeTCTBYET Tpebosanusam HIL

Conclusion : APPROVED /
3akiawuenne: OJJOBPEHO

Prepared by /
Tloarorosneno: Santosh Ku
Maurya %

——

Checked by /
[Tposepeno: Pardeep Kumar

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

Amit Kumar ~
=

Reprint Date /
Jlara: 12.02.2025

Reprint Date /
Ilara: 12.02.2025

Reprint Date / b

Hara: 12.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
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Dr.Reddy’s ":‘

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P., 173 205, INDIA
T=1:91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A

Ipoaykr: Haiiz", ress ans

Product: Nise gel 1%, 100 g

sapyskHoro npumenenys 1%, 100 r

Market / PeIHOK : Russia / Poccust

Batch No. / . V250093 Batch Quantity / . 11687.000 units /

Cepusa Ne ) Pasmep cepun © 11687.000 enuHuLL
Analytical Repovrt No. / . 040002807930 Date of Analysis/ . 12.02.2025
AHaguTIHecKH il oTyeT Ne Jlara ananun3sa

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2027

Jlata npon3BoIACTBA I'open xo

Mfg. License No./

IlpousBoacTBeHHAsn : MNB/05/263 MA number: / Homep PY @ JIII-Ne(001 198)-(PT-RU)
auueH3ust Ne

Analysis performed according ND No

/ Anagus nposexen no H/L Ne: JIN-Na(001198)-(PT-RU)-290323

[ IB) Total impurities / Below LOQ / Hmxke npezena 8) Not more than 1.5 % / He Gontee 1,5 %
Cymma npaMecei KOJIMYECTBEHHOTO ONpPENETeH s ‘
6 Microbial contamination / Mukpo6uoJornueckas 44crora™
Total aerobic microbial
count / Ob1Iee KOIHYECTBO '
JKN3HECTIOCOOHBIX 05 CFU/g/ Not more than 10> CFU/g/
adpOBHBIX 05 KOE/r He 6onee 10> KOE/r
MHKPOOPraHH3MOB |
Total combined Less than 10 CFU/g/ %\{Iot more than 10' CFU/g/
yeasts/molds count / Menee 10 KOE/r He 6onee 10" KOE/r
Ob1ee YMCIIO APONOKEBBIX
i1 TLIECHEBBIX IPHOOB |
Pseudomonas aeruginosa Absentin 1 g/ OtcytcTByeT B 1 T Absent in 1 g/ OtcytcTBHE B 1 T
| Staphylococcus aureus Absentin 1 g/ OrcyreTByeTB1 T Absent in 1 g/ OrcyTcTBne B 1 T __|
i Assay / KonnuecTBeHHOE 10.24 mg / 10.24mr 9.0 to 11.0 mg of Ci3H12N20sS (nimesulide) |
onpenejaeHue per 1 g of the product. /
‘071 9,0 10 11,0 Mr Ci3H12N2058 (uuMecyun)

B 1 I mpenapaTa

Remarks : The Product conforms to ND/
Ipumedanne: [TpoyKT cooTBeTCTBYET TpeOOBAHUAM HJ

Conclusion : APPROVED /
Zaxkmovenue: OJOBPEHO

Prepared by /
TloarororieHo: Santosh
Maurya

Checked by /
ITpoeepeHo: Pardeep Kumar

<l

Iié:“ ar

ape——

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

Amit Kumar ]\/V/

Reprint Date /
Jata: 12.02.2025

Reprint Date /
Mara: 12.02.2025

Reprint Date / ¥

HaTa: 17 02 2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s €%

@ Dr.

Vill

Reddy's Laboratories Ltd.

Formulation Unit-6
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAIIU3A

[Product: Nisc gel 1%, 100 g

M poaykr: Haiiz®, rens and HapyRHOTO APHMEHCHUA 1%, 100 r
Y b

auuensnsi Ne

Market / Poinox : Russia / Poccus

Batch No./ . V250093 Batch Quantity / . 11687.000 units /

Cepusn Ne ) Pasmep ceplin * 11687.000 envuuLL
Analytical Repovrt No./ . 040002807930 I')ate of Analysis / . 12.02.2025
AHanuTHYeckHii oTyeT No JlaTa aHan3a

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2027

JlaTa npoH3BOACTBA Toaen a0

Mfg. License No. /

IlpousBoacTBeHHAR : MNB/05/263 MA number: / Homep PY JITI-Ne(001198)-(PI'-RU)

Analysis performed according ND No

/ Ananus nposeies no HJL Ne: JIl'[-.N'e((}(]l198)—(PF»RU)-290323

i

8 ‘ Package / YnakoBKa

Mo 100 r B TyOy 13 JTaMUHMPOBAHHOTO AJIFOMHUHAA, €

n PUMEHCHHIO (THCTKOM-BKJI2/IBILLEM).

HabxeHHylo MeMOpaHoi Ans

KOHTPONs MepBoro BekpeiTust. [1o 1 TyGe B Ma4Ky KapTOHHYHO € NHCTPYKUMEHN 110

* Performed by the manufacturer periodically at re

test may be absent in the in-house certificate of analysis. /

L HpOBO,ElHTCH I'lpOI/I3B0,H]/lTeJIeM [1pH BBIITYCKE nepuoanICCKH

pasa B ron). [lokasaTene MOXET 6BITh He BKITIOUEH B cepTHOHUKAT aHATH3a PUPMBL.

lease (with an interval of one test per 20 batches or at least once a year). The

(c ¥HTEepBaJIOM B OJJHO MCTIBITAHHUC HA 20 cepuii unu He MeHee |

100 g in a laminated aluﬁurﬁubgquip—peﬁitﬁmper-evident membrane. 1 tube and |

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

["API name (INN) / A®C (MHH): Nimesul

ide / Humecyma

API manufacturer batch number /
Homep cepuH NPOH3BOMNTEIS ADC:

MS-1A-243030-M1

FP Manufacturer API Batch number /
Homep cepin cy0cTaHIHN IPOM3BOAHTEHA rJid:

FERAOQ00716

API Manufactured by & country / Mangalam Drugs
Hpouseoautens ADC, crpana:

and Organics Ltd., India /

Manranam JIpars aua Oprauuke JITA., WNupus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumveHoBaHMe, aApec H HOMep JHUEH3HH

| IJI0MAIKH, ocylecTBIAAIOMIEH

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (License No MNB/05/263 /

Remarks : The Product conforms to ND/
Hpumeuanune: [TpoyKT COOTBETCTBYET tpebosadnam HIL

Conclusion ;: APPROVED /
3axmodenune: OTOBPEHO

Prepared by /
[Moxarorosineno: Santosh Kumar
Maurya :

——

ITposepeno: Pardeep Kumar Onobpe

Checked by / Approved by: Manager/Executive /

Ho: Menemxep / PyKoBOAUTEND

o Amit Kumar : A
ol — P
N

Reprint Date /
Jata: 12.02.2025

Reprint Date / Reprint

Date /

Jara: 12.02.2025 Jara; 12.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0OG4507
www.drreddys.com



Dr.Reddy’s ":‘

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 91 98166 56001-02
www.drrecdys.com

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

[Product: Nise gel 1%, 100 g

Mpoaykr: Haiiz". renp ans HapyAHOIo MPHUMEHEHNA 1%. 100
) Py p

Market / Poinok

: Russia/ Poccus

snnensust Ne

Batch No./ . V250093 Batch Quantity / . 11687.000 units /

Cepusn Ne i Pasmep cepin * 11687.000 eauHULL
Analytical Repourt No./ . 040002807930 Pate of Analysis / . 12.02.2025
AHaanTuyeckuii oTyeT Ne JlaTa aHanusa

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2027

| [laTa npoi3BoACTEA Togen no

Mfg. License No. /

Hpou3soacTBeHHAR : MNB/05/263 MA number: / Homep PY JITI-Ne(001198)-(PT-RU)

I;malysis performed according ND No /

Anasins nposeaed no HJL Ne: JIH-JN‘-_'(UIJI198)-(?]'—RU)-290323

ITpoW3BOACTBEHHOE nojpazaeneHne-6, Buinamwk Kxons,
Hanarapx Poyxa, Bannu, Conan JIUCTPHKT, X.J1. 173205, Uupus
(JInuenzus 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
full compliance with the GMP requirements of the Eurasian Economic
02 September 2022) and requirements to

packaging/labeling and quality control at the above mentioned site(s) in
Union (No. GMP/EAEU/RU/00554-2022 dt.

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 o

Jaknwverie o COOTBETCTBHH:
[OCTOBEPHOIT U TOYHOH.
KauecTsa) Ha BbILIEYKa3aHHOH

Jra cepus MPOAYKIHH MPOU3BEACHA (BKJFOYAA

f the Eurasian Economic Union is established».

«HacTosim A 1O0ATBEPXKAALO, yTO IpUBENCHHAA BBILIC I/IH(I)OpMaHI/IH ABIACTCA

yrakoBKy (MapKMpOBKY) M KOHTpOIb

MPOM3BOZICTBEHHOI  ILIOMAKE (nnomazgkax) B MOJHOM COOTBETCTBHH C

tpeGosanuamu [IpaBun HanIexKaleil IpOM3BOJICTBEHHOH MPAKTHKH Egpa3sniickoro 5KOHOMHHECKOr0 COH3a (Ne

GMP/EAEU/RU/00554-2022 ot 02 centsabdps 2022) u Tpebosa
4 TAaKJe B COOTBETCTBHU €O ClieunnKauAMHE,
3amucH 1O MPON3BOACTBY, YNAKOBKE i dH)IM3Y MPOBCPCHBI, 1
HaeKalleii NpoN3BOICTBEHHOMN MPaKTHKA

HUAMH KOHTPOJIA Ka4eCTBA JICKAPCTBEHHBIX CPE/CTR,
COACPIAUMMHCE B PEFHCTPATIHOHHOM J0CHE CTpaHbI-UMIIOpTEPA.
YCTAIIOBJICHO UX CONTRETCTBHE tpebosanusam [1pasu
EBpasniickoro 9KOHOMH4ECKOro Coro3an.

Remarks : The Product conforms to ND/
Tpumeyanne: [1pogyKT COOTBETCTBYET tpebosanism HJ

Conclusion : APPROVED /
3axmouenne: OJJTOBPEHO

Prepared by /
[Moarorosneno: Santosh Kumar
Maurya

Approved by: Manager/Executive /
Opobpeno: Menemxkep / PykoBOAUTEND

Amit Kumar V

Checked by /
IIposepero: Pardeep Kumar

o

Reprint Date /

Hara: 12.02.2025

Reprint Date /
Ilara: 12.02.2025

Reprint Date /
Jara: 12.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.F, India
Tel: 91 40 4900 2900, Fax: 91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com



