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Dr. Reddy's Laboratories Lid
Formulaticn Unit-e

Viil. Khol, Natagarh Road, Badd,
Distt. Solan, H.P., 173 205, INDIA
Tel 1 +91 93166 56601-02
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CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIU3A

Product: Nise gel 1%, 50 g
IMpoayxr: Haiiz®, rens nns

Hapy»xHoro npuMeHeHust 1%, 50 r

Market / Poinok : Russia / Poccus

Batch No./ . V240787 Batch Quantity / . 23550.00 units /

Cepust Ne ) Pa3smep cepuu ° 23550.00eqmHuL
Analytical Repo:’t No./ . 040002732623 Date of Analysis / . 25.11.2024
AnanuTndyeckuii oruet Ne JlaTa aHanu3a

Date of Manufacture / . 11/2024 Date of Expiry / 10/2027

JlaTa npousBoacTBa T'open po

Mfg. License No. /

IIponssoacTBeHHAs : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI-RU)
Jgunensusa Ne

Analysis performed according ND No / Ananus nposeaes mo HJI No: JITI-Ne(001198)-(PT-RU)-290323

Ne |Test/ IToxa3aTeb

Result / Pe3yabTaThbi

1

' Appearance / Onucanne

Identification by HPLC /
HUpentudukanns (BIXKX)

particulate matter / OnHOPOHBIH
MPO3payHbIii Teslb XKENTOro [BETA,
CBOGOHDIN OT MOCTOPOHHKX YaCTHLI.

TpeboBaHHsIM

Clear homogenous yellow gel, free from

' Complies as prescribed / COOTBETCTBYET

'Specification / Hopma

Clear homogenous light
yellow to  yellow gel, free from
particulate matter / OJHOPOMHBIM NPO3payHbIH
rejib OT CBETJIO-KENTOTO HO KENTOrO LBETA,
CBOOO/IHBIH OT NOCTOPOHHMX YACTHIL.

The retention time of the main peak in the
chromatogram of test solution should
lcorrespond to the retention time of the main
peak in the chromatogram of nimesulide
reference standard solution (section Assay). /
Bpemst yaepxuBaHMs OCHOBHOTO IHKa Ha
XpOMaTOrpaMMe  MCHBITYEMOI'O  pacTBOpa
TOJDKHO COOTBETCTBOBAThH BpEMEHH |
yAEPKHUBAHUS OCHOBHOTO nKa Ha
XpoMaTOrpaMMe  pacTBOpa  CTaHZApTHOTO
obpazna HUMeCy 1A (pa3nen
«KonmuecTBeHHOE OnpeiesIeHHEe)

=]

contents Macca
COXepsKUMOro yna

pH

Weight of package

51g/5lr
KOBKH

5.1

|According to the requirements. Not less than |
50 g / B coorBeTcTBUM C TpeboBaHusamu. He
meHee 50T

4.6t06.0/0t14,6 10 6,0

Remarks : The Product conforms to ND/
IIpumeuanue: [Tponykr cooTBeTcTBYeT TpebopanusM HJI

Conclusion : APPROVED /
3akimouyenne: OJOBPEHO

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

Ioarorosneno: Noor Mohammad | [IposepeHo: Santosh Kumar ,ZD Onobpeno: Menemiep / PykoBoauTesnb
/1 Maurya 57 | Amit Kumar RS e

Reprint Date / N Reprint Date / Reprint Date /

Hara: 25.11.2024 Hara: 25.11.2024 Iara: 25.11.2024

Registered 2ifica: &-2-237,
Tel +55 40 4800 2200, Fan: +

CING LS 5

v drreddys,com

5
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140 4960 2299, Email: mail@drrzddys.com
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Dr.Reddy’s Q!‘

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

Viil. Khol, Malagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 983166 56001-62

www drraddys com

CERTIFICATE OF ANALYSIS

CEPTUOPHUKAT AHAJIU3A

[Product: Nise gel 1%, 50 g
| HIpoaykr: Haiiz®, rens nas HapysxHoro npumenenns 1%, 50 r

Market / PoiHoKk : Russia/ Poccus

Batch No./ . V240787 Batch Quantity / . 23550.00 units /

Cepus Ne i Paszmep cepun " 23550.00eaqMHHL
Analytical Repourt No./ . 040002732623 Date of Analysis / . 25.11.2024
AHaJHTHYECKHI OoTUeT N2 Jlara aHaau3za

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2027

JlaTa npoussoacTsa T'open xo

Mfg. License No./

IpousBoacTBeHHasK : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI™-RU)
Jnuensnsa Ne

Analysis performed according ND No / Auanu3 nposeaed no HJI Ne: JITI-Ne(001198)-(PI'-RU)-290323

5 Related substances /PoacTBeHHbIe IPpUMeECH

4) Impurity D / TIpumecs D 0.07%

7) Highest Unknown
Impurity / Exuauunas
Heunentuduuuposatna (TIKO = 0.1 %)
51 IPUMECH

8) Total impurities / 0.1%

Cymma npumecei

1) Impurity A / IIpumech A [Not detected / He obHapy>xeHa
2) Impurlty B /HpHMeCB B Below LOD (LOD =0.01 %) / Huxe
npenena obrapyxerus (110 = 0.01 %)

3) Impurity C / IIpumecs C Not detected / He obHapyxeHa

5) Impurity E / [Ipumecs E [Not detected / He oOHapyxeHa
6) Impurity F / TIpumecs F [Not detected / He obHapy»xeHa

Below LOQ (LOQ = 0.1 %) / Huxe
npeaciia KOJIMYCCTBECHHOT'O OIIPEACIICHUST

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

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

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

Remarks : The Product conforms to ND/
Ipumeuanne: [Iponyxt coorsercTBYeT Tpebopanusm HJJ

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by /
Iloarorosneno: Noor Mo};e};_amad
0 Maurya

IIpoeepeno: Santosh Kusz}

Approved by: Manager/Executive /
QOnobdpeno: MeHe,ﬂ?\;Bp / PyxoBoauTesb
- Amlt Kumar i I

Reprint Date /
Jara: 25.11.2024

Reprint Date /
Hara: 25.11.2024

Reprint Date / '
Jarta: 25.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India

Tel: +21 40 4500 2500, Fax: =561 40 42

CIN: L85 1954P]

) 2929, Emoil: mail@drreddys.com

584PLCO0AEDT

wrenndireddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories 1id.
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi.
Disti. Solan, H.F, 175 205, INDIA
Tel : +91 98166 55C01-02

WAL TR AYE.Com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product: Nise gel 1%, 50 g

Hpoayxr: Haiis®, rens nis HapysxHoro npumenetust 1%, 50 r

Market / PoiHoK : Russia / Poccus

Batch No./ . V240787 Batch Quantity / . 23550.00 units /

Cepus Ne ’ Pa3smep cepun © 23550.00eansnn

Analytical Repovrt No./ . 040002732623 Date of Analysis / . 25.11.2024

Ananutudeckmii oTuet Ne JlaTa ananausa L
Date of Manufacture / . 11/2024 Date of Expiry / . 10/2027

Jata npousBoacTea Tomen o

Mfg. License No. /

IpoussoacTeeHHan : MNB/05/263 MA number: / Homep PY : JIII-Ne(001198)-(PT-RU)
Juueniusa Ne

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

6 Microbial contamination / Mukpo6uosnoruyecxas 4yucrora*

Total aerobic microbial
icount / O611ee KOTHIECTBO
YKH3HECTIOCOOHBIX
a?’pOOHBIX
MHKpPOOPIraHU3MOB

Total combined
yeasts/molds count /
Ob1ee 4MCNIO APOHIKEBBIX
|d IIECHEBBIX TPHOOB
IPseudomonas aeruginosa

Staphylococcus aureus

NA

NA

NA
NA

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

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

Absentin 1 g/ OTcyTcTBHE B 1 T
|

Absent in 1 g/ OtcyrcTBHE B 1 T

10.16 mg / 10.16 mMr

7 Assay / KosimyecTBeHHOE
onpene;eHHe
8 Package / YnakoBka

9.0to 11.0 mg of C3H12N205S (nimesulide)
er 1 g of the product. /

OT 9,0 go 11,0 mr C3H12N,0sS (Humecyup)

B 1 r npenapara

50 g in a laminated aluminum tube equipped with tamper-evident membrane. 1 tube and |
patient information leaflet (package insert) in a carton. /

I[To 50 r B Ty6y H3 JaMUHMPOBAHHOIO AMIOMHHHS, CHAOkKEHHYI0 MeMOpaHo# st
{KOHTpOs epBoro BCKpoITUs. [1o 1 TyOe B Mauky KapTOHHYIO ¢ HHCTPYKLMEH 110
[MPUMEHEHHUIO (JIHCTKOM-BKIIA/IBILLIEM).

* 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./

Remarks : The Product conforms to ND/

IIpumedanne: [IponykTt cootBeTcTBYeT TpeboBaHuam HJ{

Conclusion : APPROVED /
3akaouenune: OJJOBPEHO

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

Hoxnrorosnero: Noor Mohapymad | ITposepeno: Santosh Kumay Onobpeno: Meﬂem;ﬁp / Pyxosomuteis
f;i Maurya 7~——| Amit Kumar il Sl

Reprint Date / Reprint Date / Reprint Date/

JHara: 25.11.2024 Jata: 25.11.2024 Jara: 25.11.2024

Registered Office: 8-2-337, Road No 3, Banjara Hills, Hyderabad - 506024, Telangana, India

_____

mail: mail@drreddys.com

CIN: LERIS5ARI584PLCO04ECT

wwwv.drreddys.com




Dr.Reddy’s “:

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

Viil. Khol, Malagarh Road, Bacidi,
Distt. Solan, B.P., 173 205, INDJA
Tel : +91 98166 56001-02

i drradidys.com
CERTIFICATE OF ANALYSIS
CEPTUD®HUKAT AHAJIN3A

Product: Nise gel 1%, 50 g o
IMpoayxr: Haiiz®, rens mis napyxHoro npuMeHeHus 1%, 50 ¢
Market / PelHok : Russia / Poccus
Batch No. / . V240787 Batch Quantity / . 23550.00 units /
Cepus Ne ) Pazmep cepuu * 23550.00equnun
Analytical Repovrt No./ . 040002732623 Date of Analysis / . 25.11.2024
AHaJHTHYeCKHH oTyeT Ne o Jlata aHaanza - |
Date of Manufacture / . 11/2024 Date of Expiry / . 10/2027
\laTa npon3sBoAcTBa Tonen po
Mfg. License No./
IpoussoacTBeHHas : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI'-RU)
JHLeH3us Ne
Analysis performed according ND No / Auanuz nposeaed nmo HJI Ne: JITI-Ne(001198)-(PT-RU)-290323

* [IpoBOAMTCS MPOU3BOAUTENEM MIPHU BHIYCKE NEPUOAHYECKHU (C HHTEPBAJIOM B OHO HcrbiTaHWe Ha 20 cepuit ud He meHee 1
pasa B ron). [Toka3zarens MoxeT OBITh HE BKJIIOYEH B cepTU(RUKAT aHaTH3a QUPMBEIL.

API name (INN) / A®C (MHH):

Nimesulide / Humecynug

API manufacturer batch number /
Homep cepun npoussogurenst APC:

NMS-1E-243003

FP Manufacturer API Batch number /
Homep cepun cyoctanuuu nponzpoaurens I'JID:

FERA00346

API Manufactured by & country /
IIponspoaureinr APC, ctpaHa:

Mangalam Drugs and Organics Ltd., India /
Masnranam Jlpars sug Opranukce JIta., UHous

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumveHoBaHHe, aapec 1 HOMep JHICH3HH
NIOLAKH, OCYLHeCTBIsSIoII el

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (License No MNB/05/263) /
INpouzBoacTBeHHOE MoApa3acnenne-6, Bumnamx Kxons,
Hanarapx Poya, bagnu, Conan Quctpukr, X.I1. 173205, Manus
(JIuuensus 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

Remarks : The Product conforms to ND/
M pumeuanne: [lponykr cooreTcTByeT Tpeboanusm HJ

Conclusion : APPROVED /
Zaxawuenue: OJOBPEHO

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

[oaroroeneno: Noor Mohasnmad | IIpoeepero: Santosh Kuma@— Onobpeno: MeHe{L}Kep / PykoBoauTeNs
b4 Maurya —Amit Kumar NP

Reprint Date / Reprint Date / Reprint Date / V

Hara: 25.11.2024 Jara: 25.11.2024 Hara: 25.11.2024

Registerad Dffice: 8-2-337, Read No. 3, Banjara Hills, Hyderabad - 506024, Telangana, India

Tel: +97 40 4500 2200, Fax: +91 4)

CIN: L

0 2029, Email: mail@drraddys.com
1884PLCO04R07

avew.dricddys.com



Dr. Reddy's Laboratories Ltd.
@e Formulaticn Unit-G
Dr. Reddy,s ‘... Viil. Khol, Nalegarh Road, Baddi,
. Disti, Solan, H.P, 173 205, INDIA
Tal: 491 98165 56001-02

v drroddvs com

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3A

Product: Nise gel 1%, 50 g
Mpogyxr: Haiiz®, rens mns HapyxHoro npumedenus 1%, 50 r
Market / PoiHoK : Russia/ Poccus
Batch No./ . V240787 Batch Quantity / . 23550.00 units /
Cepns Ne ’ Pa3zmep cepuu " 23550.00eaunuy
Analytical Repovrt No./ . 040002732623 Date of Analysis / . 25.11.2024
Ananutndeckuii oryer Ne JlaTta aHaJju3a ]
Date of Manufacture / . 11/2024 Date of Expiry / . 10/2027
JaTa npou3BoACTBa TI'ogen go
Mfg. License No./
IIpousBoacTBEeHHAN : MINB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT-RU)
JuneH3us Ne

Analysis performed according ND No / Auanu3 nposeaes no HJI Ne: JITI-Ne(001198)-(PI'-RU)-290323

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».

3akJiloueHHe 0 COOTBeTCTBHM: «HacToAIUM s MOATBEPXkAA0, YTO MPUBEJCHHAs Bblle UHQOpMaLUA SABISETCA
JOCTOBEPHO#M M TOYHOM. DTa cepus MPOAYKIMH IpoM3BeeHa (BKJIKYAs YMAKOBKY (MapKUPOBKY) U KOHTpPOJIb
KayecTBa) Ha BbHIIIEYKa3aHHOM MpPOMU3BOACTBEHHOH TuolaAke (Mn0OMajKax) B IIOJIHOM COOTBETCTBUM C
TpeGoBanusimu [IpaBun Haanexamied Mpou3BOACTBEHHON NpakTHMKH EBpasuiickoro 3koHomMuueckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsbpsa 2022) u TpeboBaHUAMHU KOHTPOJIA Ka4eCTBA JICKAPCTBEHHBIX CPEICTB,
a TaKkXe B COOTBETCTBHM CO CHNELUPHUKALUIMH, COOSPKAIMMUMUCH B PETUCTPALIMOHHOM JIOChE CTpaHbI-UMIIOpTEpA.
3armcu 1o MpoOU3BOJCTBY, YITAKOBKE M aHAJIU3y MPOBEPEHBI, U YCTAHOBJIEHO UX COOTBETCTBUE TpeboBaHuAM [IpaBun
HaJiiexarnei mpou3BoACTBEHHOM NpakTUKU EBpa3zuiickoro 3K0HOMHUUYECKOTO COK03a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

IIpumeuanne: [Ipogyxt cooTBeTcTBYeT Tpeboanusm HJI 3akmouenne: OJIOBPEHO

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

IloaroroBneHo: Noor Mo}wﬂmad IIpoBepeno: Santosh Kumar Onobpeno: Menemsep / PykoBoauTelb
vy Maurya {Ql."._ {-Amit Kumar [\_- f; g

Reprint Date / Reprint Date / Reprint Date / /

Hata: 25.11.2024 JHara: 25.11.2024 JlaTta: 25.11.2024

Registered Dffice: 8-2-337, Road iNo. 3, Banjara RHills, Hyderabad - 500024, Telangana, India
Tel: +91 40 48C0 292030, F 140 4902 2999, Email: mail@drieddys.com

Ci




