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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product: Nise gel 1%, 50 g

Mpoaykr: Haiis®, rens anis vapysxHoro npuMenenus 1%, 50 r

JuueH3us Ne

Market / Poidok : Russia / Poccus

Batch No. / . V250056 Batch Quantity / . 23530.00 units /

Cepus No ) Pazmep cepun " 23530.00 eanHHn
Analytical Repourt No./ . 040002798737 Date of Analysis / . 11.02.2025
AxanuTndecknii oryer Ne Jlara anannza

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

JlaTa npousBoacTBa T'ogeH no

Mfg. License No. /

ITpouszBoacTBeHHas : MNB/05/263 MA number: / Homep PY  : JI[1-Ne(001198)-(PI'-RU)

Analysis performed according ND No / Anaaus nposeiaen no HJ Ne: JITI-Ne(001198)-(PT-RU)-290323

Ne Test / [Toxa3zaTean

Result / PesynsTaThl

'Specification / Hopma

1

Appearance / Onncanue

from particulate matier

Clear homogenous light yellow gel, free

’ﬂp03}]3‘{thﬁ Felib CBETNO-KENTOrO UBETE,
CcBOOOHBIH OT HOCTOPOHHUX HaCTHIL.

Clear homogenous  light
yellow to  yellow  gel, free  from
particulate matter / Oanopoanstii npozpaynslii
Feilb OT CBETAQ-KEITOr0 H0 JKENTOro LBETa,
CBODOAHBI OT MOCTOPOHHHX HACTHIL

/ OnsHoponHslii

Identification by HPLC /
Nnentuduranus (BIXKX)

TpeboBaHsIM

‘Weight of package
contents Macca

4 pH

COAEPKUMOT0 YIIAKOBKH

51g/5lr

Complies as prescribed / CootBetcTBYeT

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). /|
Bpemsi  yAepiHBaHis OCHOBHOrO [HKa Ha
XpPOMATOrpaMMe  HCHLITYEMOrO  pacTeopa
JOIIKHO COOTBETCTBOBATH BpeMeHH
YAEPAMBAHNA OCHOBHOI'O mHKa Ha
XpoMaTorpaMmMe  pacTeopa  CTaHAApPTHOro
o0pazna HIIMECYJTHIa (paznen
«KonnuecTeenHoe onpejenesne)

According to the requirements. Not less than
50 g / B coorBercTBuM ¢ TpebobaHusMu. He
menee 50T

~ 4.6106.0/014,6 10 6,0

Remarks : The Product conforms 1o ND/
IIpumeyanne: [Ipoaykr cootseTcTBYeT TpeboBauusimM HJI

Conclusion : APPROVED /
3akaouenue: OJOBPEHO

Hata: 11.02.2025

Prepared by / Checked by / Approved by: Manager/Exgtutive /

IoxrotorneHo: Sari; [Ipoepeno: Santosh Kumar Onobpeno: Menemxep / Pykosoaputens
Maurya Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Hata: 11.02.2025

Jarta: 11.02.2025

Registored Office: 8-2-237, Road No. 2, Banjara Hilis, Hyderabad - 500024, Telangana, India
Tl #0140 4800 2000, Fae: +91 40 4900 2029, Ernil: mail@drreddys.com
CiN: L3B195APIAS4APLI004507
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

Product: Nise gel 1%, 50 g
Npoaykr: Haiiz®, rens g HapyiHor

o ipumenenus 1%, 50r

Market / Poinok : Russia / Poccus

Batch No. / . V250056 Batch Quantity / . 23530.00 units /

Cepng Ne ) Pa3mep cepun " 23530.00 equnun
Analytical Repo“rt No./ . 040002798737 Date of Analysis / . 11.02.2025
AHaauTHYeCKHH oTUeT Ne JlaTa ananusa

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

Jarta npon3soacTBa I'onen a0

Mfg, License No. /

IIpousBoacTBeHHan : MNB/05/263 MA number: / Homep PY  : JHI-Ne(001198)-(PT-RU)
auuensusa Ne

Analysis performed according ND No / Auaans nposeaen no H Ne: JIIT-Ne(001198)-(PI'-RU)-290323

5 Related substances /PogcTBeHHBIC IPHMECH

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

3) Impurity C / [Ipumecs C

4) Impurity D / Ilpymecs D

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

Not detected / He oOHapy»xeHa

Below LOQ (LOQ = 0.04 %) / Huxe
npenesnia KOJNHYSCTBEHHOro OnpeeeHus

(TIKO = 0.04 %)

Below LOQ (LOQ = 0.04 %) / Hixe
npenena KOITUYECTBEHHOrO OTNpeeieH s
ITKO = 0.04 %)

Below LOQ (LOQ = 0.06 %) / Huxe
Mpeaena KOJMMYECTBEHHOrO Opee/ICHHS

(ITKO = 0.06 %)

Not detected / He 0OHapyxeHa
Not detected / He oOHapy>xeHa

1) Not more than 0.2 % / He 6onee 0,2 %
2) Not more than 0.2 % / e 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 % / He 6onee 0,2 %
6) Not more than 0.2 % / xe 6onee 0,2 %

Remarks : The Product conforms

IMTpumeuanue: [IponykT cooTBeTCTBYeT Tpebopanusm HJL

o ND/

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Jara: 11.02.2025

Hara: 11.02.2025

Prepared by / Checked by / Approved by: Manager/Exgcutive /
IToaroroBneHo: Sarjita ITposepeHo: Santosh Kumar Onobpeno: Menemxep / PykoBoayiTens
' Maurya Abhishek Chauhan
}/ '/—-—7 =
Reprint Date / Reprint Date / Reprint Date /

Hara: 11.02.2025

Registered Offine: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 560024, Telangane, india

Tel: #8130 4900 2900, Fax: -+

wavw.drreddys.cem

14044900 2999, Erail: mail@drreddys,.com
CIN: L35195AP198APLCO0AS07
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A

Product: Nise gel 1%, 50 g
Ipoayxr: Haiiz®,

refs 1 Hapy>kHoro npumeHenus 1%, 50 r

Market / PoiHok : Russia / Poccus

Batch No. / . V250056 Batch Quantity / . 23530.00 units /

| Cepun Ne i Pazmep cepun © 23530.00 eannnu
Analytical Repovrt No./ . 040002798737 Date of Analysis / . 11.02.2025
AnanuTHyeckHii oryeT Ne B JlaTa ananu3a

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

Jara npoussoacTea Ionen no

Mfg. License No. /

IlpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT-RU)
Junen3us No

Analysis performed according ND No / Ananus nposeaen no HJT Ne: JIII-Ne(001198)-(PI'-RU)-290323

7) Highest Unknown
Impurity / EnunnuHas
HeuJeHTUQULUPOBAHHA
s IpUMeCh

8) Total impurities /

CymMma npumecei

Below LOQ (LOQ = 0.1 %) / Huxe
npejiena KOTHYECTBEHHOTO ONpPEIeNICHNs
MKO =0.1 %)

Below LOQ / Huxe npenena
KOJNHUECTBEHHOTO ONpeIeNeHHs

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

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

6 Microbial contamination / MukpoGuonornyeckast yucrora*
Total aerobic microbial |
count / Obuiee KOIUYECTBO
PKH3HECTTOCOOHBIX Less than 10 CFU/g/ Not more than 10” CFU/g /
A3pOOHBIX Menee 10 KOE/r He 6onee 10> KOE/r
MHKPOOPTaHU3MOB
Total combined Less than 10 CFU/g/ Not more than 10' CFU/g/
yeasts/molds count / Menee 10 KOE/r }Ie 6onee 10' KOE/r
[O6uiee UuCO APOKKEBBIX
¥ TJIECHEBBIX TPUOOB ,
Pseudomonas aeruginosa Absent in 1 g/ OrcytcTtByeT B 1T ‘Absent in 1 g/ OrcytctBUe B 1 1
Staphylococcus aureus Absent in 1 g/ OtcyTcTByeTB 1 T LAbsent in1 g/ OtcyrctBue B 1 T

Remarks : The Product conlorns (o ND/ Conclusion : APPROVED /

IIpumeuanne: [IpoaykT cooTseTcTBYET TpeboBaHuAM HJ|

3ak/oueHne: OI[OBPEHOf

Prepared by /
IToarorosneno: Sarita

%~

Checked by /
[posepeHo: Santosh Kumar

Maurya &

o ——

Onobpeno: MeHe;pKep / Py)
Abhishek Chauhan

Reprint Date /
Jara; 11.02.2025

Reprint Date /
Jara: 11.02.2025

Reprint Date /
Hara: 11.02.2025

Bopistprse

Hyderabad - 500024
+071 304500 2009, Email: mail@diteddys.com

, Telangane, India

2 Qificer B-2-237, Road o, 2, Banjara Hills,
Telz=n0% ‘,() 4900 2800, Fax
CIM: LESISSAPIOBAPLCO04507

wwwdrred

ldys.cam




Dr. Reddy's Laboratories Ltd.

@ rormulation Unit-6
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’ Distt. Soian, H.P, 172 205, IND1A
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIN3A

Product: Nise gel 1%, 50 g
| Mpoxyxr: Haiiz", renb ing Hapysknoro npumenenus 1%, 50

Market / PoiHOK : Russia/ Poccus

Batch No. / . V250056 Batch Quantity / . 23530.00 units /

Cepus Ne ) Pa3zmep cepun " 23530.00 equnnu
Analytical Repourt No./ . 040002798737 Date of Analysis / . 11.02.2025
AHasuTHuecKkHii oTyeT No JlaTa ananu3za

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

JaTta npousBoacTsa TI'oaen ao

Mfg. License No. /

IIpou3BoacTBeHHast : MNB/05/263 MA number: / Homep PY  : JIIT-Ne(001198)-(PT-RU)
JHIeH3us Ne

Analysis performed according ND No / Auanus nposejses no HJL Ne: JITI-Ne(001198)-(PI'-RU)-290323

9.0 to 11.0 mg of C13H12N205S (nimesulide)

7 Assay / KosiuyecTBeHHOE 9.98 mg/9.98 mr
onpeneseHne per 1 g of the product. /
| 01 9,0 o 11,0 mr C;3H1i2N2OsS (Humecynun)
| - IB 1 r mpenapara
8 Package / YnakoBka '|5 0 gin 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 U3 NaMUHUPOBAHHOIO ANOMUHHUS, CHAOXKeHHYI0 MeMOpaHoil s
KOHTPOJIs IePBOro BCKpbITUs. [lo 1 Tybe B mauky KapTOHHYIO ¢ MHCTPYKLIUEH 110
PUMEHEHHUIO (JIHCTKOM-BKJIAABILIEM ).

* 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./
* [IpOBOAMTCA MPOU3BOAMTENEM TIPH BHIMYCKE NEPUOANYECKHU (C HHTEPBAIOM B OJHO HcnbiTaHue Ha 20 cepuil WM He MeHee 1

pasa B ron). [lokazarens MoxeT ObITh He BKJIIOUEH B cepTH(HKAT aHANN3a HUPMBI.

API name (INN) / A®C (MHH): Nimesulide / Humecynnn

API manufacturer batch number /

Homep cepuu npoussoautesia ADC:

FP Manufacturer API Batch number /

Homep cepun cyocranuuu npouspogurens I'JID;

MS-1A-243030-M1

FERAO00716

Mangalam Drugs and Organics Ltd., India /

API Manufactured by & country /
IIpoussogutens ADC, cTpana:

Mauranam JIpars sug Oprauuke JIta., Unous

Remarks : The Product conforius (o ND/
IIpumeuanune: [TpoaykT cooTBeTcTBYET TpeboBaHusM HJ

Concluslon : APPROVED /
3akmouenne: OJJOGPEHO

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

IToarorosneHo: Saritja Ilposepeno: Santosh Kumar Onobperno: Menexep// Pykgeoautens
2?/_ e Maurya Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Hara: 11.02.2025 Hara: 11.02.2025 Hara: 11.02.2025
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product: Nise gel 1%, 50 g
Ipoayxr: Haiiz®, rene a5 Hapyxuoro npumenenns 1%, 50 r
Market / PoiHoK : Russia / Poccus
Batch No. / . V250056 Batch Quantity / . 23530.00 units /
Cepus Ne ) Pa3smep cepnn * 23530.00 equann
Analytical Repovrt No. / . 040002798737 Date of Analysis / 11.02.2025
AHaguTuyeckuii oryer No JaTta ananauza
Date of Manufacture / . 01/2025 Date of Expiry / . 12/2027
JlaTa npon3BoAcTBa I'ogen no
Mfg. License No. /
IIpousBoacTBeHHaR : MINB/05/263 MA number: / Homep PY  : JIIT-Ne(001198)-(PI-RU)
JHneH3us Ne
Analysis performed according ND No / Anaaus nposeaen o HJ Ne: JITI-Ne(001198)-(PI'-RU)-290323

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 / [pou3BoACTBEHHOE noapasaeneHne-6, Bumamx Kxonp,
HaumeHoBaHue, axpec 1 HOMep JHIEH3HH Hanarapx Poyn, bapnu, Conan Juctpuxr, X.I1. 173205, Mnaus
IJIOIAAKH, OCYIIeCTBJIALe i (JInuensust 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 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».

3aKi0uenne 0 cOOTBeTcTBHH: «HacToslyM s MOATBEPXK/At0, YTO MPUBEACHHAs Bbliie MHGOpMaUUs SBJIACTCS
JIOCTOBEPHON M TOUHOM. DTa cepust MPOIYKUHH NpOM3BefeHAa (BKIIOYAas YNAKOBKY (MapKMPOBKY) M KOHTpOJb
KauecTBa) Ha BBILUEYKA3aHHOM MpPOU3BOJACTBEHHOH mowaake (MUIOMAAKAX) B [OJHOM COOTBETCTBUM C
TpeGoBanuamu [lpaBun Hajexameil NpoM3BOACTBEHHON MpakTHKu EBpasuiickoro skoHomuueckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents16pst 2022) u TpebOBaHMAMH KOHTPOJIA Ka4eCTBa JIEKAPCTBEHHBIX CPEICTB,
a TaKXKe B COOTBETCTBHM CO CrielMPUKALMAMY, COAEPKALMMUCA B PErMCTPALIMOHHOM JIOChE CTpaHbl-UMIIOPTEPA.
3amnucH 1o NPOM3BOJCTBY, YAKOBKE U aHa/IM3y NIPOBEPEHBI, U YCTAHOBJIEHO MX COOTBETCTBHE TpeboBaHuAM lIpaBu
HaJIexaleil mpou3BoACTBEHHOM MPaKTUKU EBpasHiicKOro SKOHOMMYECKOTO COHO3aY.

Remarks . The Product confuns o WD/ Conclusion : ATTROVED /
Ipumeuanue: [IponykT cooTBeTcTBYET TpeboBanusam H/I 3axaouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Egecutive /
[ToarorosneHo: Sarita IIposepeno: Santosh Kumar Onobpeno: Menemxep {, YKOBOIITENb
_— Maurya @_ Abhishek Chauhan
Reprint Date / Reprint Date / Reprint Date / !
Hara: 11.02.2025 JHata: 11.02.2025 Hara: 11.02.2025
Conistered Cificer 8-7-337, Road No. 2, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 304500 2800, Fax. <91 40 4900 2699, Emizil: mail@drieddys.com

CIN: LE5195AP1984PLCO04507
v drreddys.com




