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CERTIFICATE OF ANALYSIS

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

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

CEPTU®UKAT AHANNN3A
Product: Nise gel 1%, 100 g
(Mpoxyxr: Haii3”, rens as1s napysxsoro npumenenns 1%, 100 r
Market / PriHOK : Russia / Poccus
Batch No. / . V250101 Batch Quantity / . 11772.000 units /
Cepust Ne ) Pasmep cepun © 11772.000 ennnnw,
Analytical Repovrt No./ . 040002808126 Dalte of Analysis / 12.02.2025
AHanuTndeckuii oruer Ne Jlara anaausa
Date of Manufacture / . 01/2025 Date of Expiry / 12/2027
 JlaTa npou3BoAcTBA T'ogen 0
Mfg. License No. /
ITpoussoacTBeHHAS : MNB/05/263 MA number: / Homep PY @ JIII-No(001198)-(PI-RU)
JuueH3ns Ne
Analysis performed according ND No / Auanns nposencu no H/L Ne: JITI-Ne(001198)-(PT-RU)-290323

|Ne | Test/IlokazaTennb

Result / Ije‘s_le BTATEI

Specification / Hopma

1 | Appearance / Onucanue

Clear homogenous light yellow gel, free
from particulate matter / ORHOpOAHBIH
[IpO3pavHbIi reb CBETNO-KENTOro 1IBETa,
cBO0OOAHDIA OT IOCTOPOHHUX YaCTHULL.

Clear homogenous lighf
vellow to  yellow  gel, free from
particulate matter / OZHOPOAHBIH NpPO3payHblii
rellb OT CBETJIO-XKENTOrO JIO JKETOro I[BEeTa,
CBOOOHEIA OT MOCTOPOHHHUX YACTHIL

2 |identification by HPLC /

Complies as prescribed / CoOTBETCTBYET

The retention time of the main peak in the

Hnentnduranus (BIKX)

TpeboBaHHsIM

3 Weight of package
|contents Macca
[conep:kHMOro ynakoBKH

101 g/101lr

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 yIepXMBaHHS OCHOBHOTO NHKa HA
XpoMarorpaMme  HCIBITYEMOLO  pacTsopa
JIOJDKHO COOTBETCTBOBATb BpEMeHH
yIep>KHBaHUSA OCHOBHOTO nyKa Ha
XpOMATOrpaMMe  pacTBopa  CTaHZapTHOro
obpasua HUMECYIHJA (pasnen
«KonnuecTseHHOE ONpEseneHies)

According to the requirements. Not less than
100 g/ B cootBerctBuu ¢ TpebopanusamH. He
menee 100 T

Remarks : The Product conforms to ND/
ITpumeuanue: [TpoayKT cOOTBETCTBYET TpeboBanusMm HJI

Conclusion : APPROVED /
Zakmouenne: OJJOBPEHO

Prepared by /
[TonrorosnieHo: Santosh Kumar
Maurya

Checked by /
Ilposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menenzep / PykoBoanTenb
L

Amit Kumar /\(/

Reprint Date /
Jara: 12.02.2025

Reprint Date /

Jara: 12.02.2025

Reprint Date/

Jata: 12.02.2025
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJTIN3A

Product: Nise gel 1%, 100 g

IMpoxysr: Haiis™, rens ana HapyxHoro npuMenenns 1%, 100 r

Market / Poinok

: Russia / Poccus

Batch No. / . V250101 Batch Quantity / . 11772.000 units /

Cepnsa Ne ) Pasmep cepun © 11772.000 enunuil
Analytical Repourt No./ . 040002808126 I?ate of Analysis / . 12.02.2025
AHannTHIeCKUH oTueT No Jarta anannza

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

Jlara npoH3BOACTBA Togen a0

Mfg. License No. /

ITpon3BOaCTBEHHAS : MNB/05/263 MA number: / Homep PY  : JI[I-Ne(001198)-(PI-RU)
nuueH3ust Ne

Analysis performed according ND No / Anasns nposexes no HJ1 Ne: JITI-Ne(001198)-(PI'-RU)-290323

4 pH

54

4.6 t0 6.0/ 0O14,6 no 6,0

5 Related substances /PoacTeenHble npuMecH

1) Impurity A / ITpumecs A
2) Impurity B / Ilpumecs B

3) Impurity C / [Ipumecs C

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

7) Highest Unknown
Impurity / Exnanunasn
HeuAeHTU(HLHPOBaHHA
1 TIPMMeECh

8) Total impurities /

ICyMMa npumeceii

1) Not detected / He o6HapyHeHA
2) Below LOQ (LOQ = 0.04 %) /
Huxe npenena KoJH4eCTBEHHOTO
onpenenenus (ITKO = 0.04 %)

3) Below LOQ (LOQ = 0.04 %) /
Hibke npefiena KONH4eCTBEHHOTO
onpenenenus (ITKO = 0.04 %)

4) Not detected / He oOHapyxeHa

5) Not detected / He obHapyxeHa
6) Not detected / He oOHapyxeHa
7) Below LOQ (LOQ = 0.1 %) /
Hinke npenena KOJIHYECTBEHHOTO
onpeaenenus ([IKO = 0.1%)

Below LOQ / Huxe npenena
KONIMYECTBEHHOTO OllpeAeIIeH s

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

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

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

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

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

Remarks : The Product conforms to ND/
Ipumeuanne: [Tpogykr coorBeTcTBYeT TpebosanusaM HJI

Conclusion : APPROVED /
3axuarouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosieno: Santosh Ku bai [Iposepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoAHTEIb
Maurya é—l CJ'( Amit Kumar /\(’ y
Reprint Date / Reprint Date / Reprint Date / L

Jara: 12.02.2025 Mata: 12.02.2025 JlaTa: 12.U2.2U25
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Dr.Reddy’s ":".

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIU3A

Product: Nise gel 1%, 100 g
I ponykr: Haiis®, reas ans napyscHoro npumenenus 1%, 100 ©

Market / PriHok : Russia / Poccusa

Batch No. / . V250101 Batch Quantity / . 11772.000 units /

Cepusa Ne ) Pa3zmep cepun * 11772.000 enunuLl
Analytical Repovrt No./ . 040002808126 Date of Analysis / . 12.02.2025
AnanuTvdeckuii oryer Ne JlaTa ananusa -
Date of Manufacture / . 01/2025 Date of Expiry / . 12/2027

Jlara npoH3BOACTBA Fogen mo

Mfg. License No. /

IMpousBoxcTBEHHASN : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI'-RU)
nuueHsus Ne

Analysis performed according ND No / Auains nposenen no HJL Ne: JITI-Ne(001 198)-(PI'-RU)-290323

6 ‘Microbial contamination / MukpoGuoaoruueckas Yncrora*
Total aerobic microbial
count / Obuiee KOIUYECTBO !
pKH3HECTTOCOOHBIX NA Not more than 10* CFU/g /
‘a3p06m,1x He Gonee 10? KOE/r
MHKPOOPraH13MOB
Total combined NA Not more than 10" CFU/g /
yeasts/molds count / He 6onee 10" KOE/r
O01Lee YUCTO JPOAIKEBBIX
1 MJIECHEBBIX TPUOOB
Pseudomonas aeruginosa NA Absentin 1 g/ OTcyTcTBHE B 1 T
Staphylococcus aureus NA Absent in 1 g/ OtcyrcTBHE B 1 T
7 Assay / KoninyecTBeHHOE 10.18 mg/ 10.18 mMr 9.0 to 11.0 mg of C13H2N20sS (nimesulide)
onpenaesicHUe per 1 g of the product. /

071 9,0 no 11,0 mr C;3H12N>05S (Humecynunm)
| B B 1 r mpernapara -
] Package / YnakoBka 100 g in a laminated aluminum wbe equipped with (amper-evident wewbrane. 1 tube and
| patient information leaflet (package insert) in a carton. /

[To 100 r B TyOy U3 NTaMUHUPOBAHHOTO ANFOMHHHS, CHAOKEHHYIO MEMOPaHOi st
KOHTPOZS MepBOro BCKphITHA. 1o 1 Ty6e B navky KapTOHHYIO ¢ MHCTPYKUMEH 110
MpPHMEHEHNEO (JIMCTKOM-BKJIaJbILIEM).

Remarks : The Product conforms to ND/
ITpumeuanue: [TpoaykT cooTBeTCTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3aknouenue: OJJOBPEHO

Prepared by /
TMoaroTosierno: Santosh Kumar
Maurya

Checked by /
Iposepeno: Pardeep Kumar

o

Approved by: Manager/Executive /
Opo6peno: Menemxep / Pykosoaurens

Reprint Date /
Hara: 12.02.2025

Reprint Date /
Hara: 12.02.2025

Amit Kumar L
S
Reprint Date /|

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: L85195AP1984PLC0O04507
www.drreddys.com
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. Vill. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHATIN3A

Product: Nise gel 1%, 100 g
Mpoaysxr: Haits®, rens ans napysuoro npumeHenns 1%, 100 r

Market / PoiHok : Russia / Poccust

Batch No. / . V250101 Batch Quantity / _ 11772.000 units /

Cepus Ne ) Pasmep cepuu © 11772.000 eaunun
Analytical Repo“rt No./ . 040002808126 Date of Analysis / . 12.02.2025
Ananutudeckuii otyer Ne lata anajgmsa

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

JiaTa npoH3BOACTBA T'open mo

Mfg. License No. /

IIpov3BoAcTBEHHAR : MINB/05/263 MA number: / Homep PY ¢ JIIT-Ne(001198)-(PI'-RU)
Juuensus Ne

Analysis performed according ND No / Auanus nposenen no H/L Ne: JITI-No(001198)-(PT'-RU)-290323

* 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. /

* [IpOBOIMTCS MPOHU3BOLMUTENEM [IPH BBIMYCKE MEPHOAMHYECKH (C HHTEPBAJIOM B OAHO HCIIbITAHHE HA 20 cepuit nid He Menee |
pasa B rof). [Tokasatens MOXKET ObITh HE BKJIOUEH B CEPTHRUKAT aHaIH3a buUpMBL.

API name (INN) / A®C (MHH): Nimesulide / Humecynua
API manufacturer batch number / MS-1A-243030-M1
Homep cepun npoussoaures ADC:
FP Manufacturer API Batch number / FERA00716
Homep cepun cyberanunn nponspoautens IJId:
API Manufactured by & country / Mangalam Drugs and Organics Ltd., India /
IpouseoauTtens ADC, crpaua: Masnranam J[Ipars sux Opraunke JIta., Maans
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 / IIpoi3BoACTBEHHOE Moapasaenerlie-6, Buutamk Kxons,
HaunmMenoBaHue, axpec H HOMep JHIEH3HH Hanarapx Poyn, Bagan, Conan Juctpukr, X.IL 173205, Uunusa
IUICHIAKH, OCYIIeCTB/IsIIOIEN (JIuuensust Ne MNB/05/263)
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpumeuanne: [TpoaykT coorsercTayeT TpeboBanusM HJT 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
TToxgrorosieno: Santosh Kumar ITpoepeno: Pardeep Kumar Onobpeno: Menemxep / Pykosoaurens
Maurya % df// Amit Kumar /\‘, /‘/
Reprint Date / Reprint Date / Reprint Date /
Hata: 12.02.2025 Hara: 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: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAIIU3A
Product: Nise gel 1%, 100 g |
Tponyscr: Haiiz®, rens iuia HapyskHoro npumenenna 1%, 100 r
Market / PoiHOK : Russia / Poccus
Batch No. / . V250101 Batch Quantity / . 11772.000 units /
Cepnsi N ) Pasmep cepuH © 11772.000 eqmuuu
Analytical Repovrt No./ . 040002808126 ll)ate of Analysis / . 12.02.2025
| AHasuTHYeCKHiT oTyeT Ne Jdara anannsa
Date of Manufacture / . 01/2025 Date of Expiry / . 12/2027
Jara npoM3BoAcTBa T'ozeH po
Mfg, License No. /
[ pouszsoacTeeHHasn : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT-RU)
auueH3us Ne
Analysis performed according ND No / Anajus npogejes no H/l Ne: JITI-Ne(001198)-(PI'-RU)-290323

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».

3aKa09eHHe 0 cooTBeTcTBHH: «HacTOAMMM 5 MOATBEPXK A0, YTO IPUBEACHHAs Bl HHPOPMALIUS ABIACTCS
JIOCTOBEpHOi M TOYHOM. DTa cepus MPOIYKLHHM MPOU3BEJeHa (BKIOYAs YNakoBKy (MapKHpOBKY) H KOHTPOIb
KauecTBa) Ha BbHIIEYKA3aHHOW MPOW3BOJCTBEHHOM muomajake (NAOWAAKaXx) B TOJHOM COOTBETCTBUM C
Tpe6oBanmsamu [lpaBui Halsexalleii MpOU3BOACTBEHHOM MpakTHKU EBPa3sHHCKOro 3KOHOMHYECKOro COr03a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsiops 2022) u TpeOOBaHUAMM KOHTPOJIS KaueCTBa JICKapCTBCHHBIX CPEACTB,
a TaK)Ke B COOTBETCTBMU CO ClELH(PUKANMIMH, COAESPKALIUMHUCA B PErMCTPALIMOHHOM JOCHE CTPaHbI-UMIOpTEpa.
3anmCH 10 POM3BOCTBY, YAKOBKE M aHANN3Y MPOBEPEHEI, H YCTAHOBJIEHO UX COOTBETCTBUE TPEOOBAHUAM IpaBun
HaUIeallei NpoU3BOICTBEHHON NPakTUKK EBpasHiCKOro 9KOHOMHUYECKOTO COr3an.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpumeuanue: [Tpoaykt coorercTByeT TpeboBaHusM H/JT 3axawyenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarororieno: Santosh Kumar IIposepeno: Pardeep Kumar Ono6peno: Menemxep / PykosonuTesb
Maurya ‘ Amit Kumar i

Reprint Date / Reprint Date / Reprint Date / *

Hara: 12.02.2025 Jara: 12.02.2025 Jlarta: 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
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