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Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

Product: Nise gel 1%, 100 g

Npoaykr: Haiiz®, reas ans napy»xHoro npumenerus 1%, 100 r
11poay p

Market / PbiHOK : Russia / Poccus

Batch No./ . Batch Quantity / . 11796.0 units /

Cepus Ne  MEIOED Pa3zmep cepum * 11796.0enuuun

Analytical Repovrt No./ . 040002740251 Date of Analysis / . 30.11.2024

AHANUTHYECKH I oTyeT Ne Jara ananusa |
Date of Manufacture / . 11/2024 Date of Expiry / . 10/2027

JlaTa npou3BOACTBa Togen oo

Mfg. License No. /

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

auneHsus Ne ]

Analysis performed according ND No / Axaau3 nposeged no HJ/I No: JITI-Ne(001198)-(PT-RU)-290323

3 ‘Weight of package

lcontents Macca

COIEPXKUMOTr0 YIAKOBKH

Ne | Test/Hokasarenn Result / PesyabTaTsl . | Specification / Hopma
1 Appearance / Onucanue [Clear homogenous yellow gel, free from  Clear homogenous light
particulate matter / OqHOpPOAHBII yellow to  yellow gel, free from

[IPO3pavHbIH Tellb JKENTOrO LBETA,
CBOGOHBIH OT IOCTOPOHHMX YACTHL.

particulate matter / OnHopoansiil npospaqHbiii
Tellb OT CBETNIO-KEJNTOro0 A0 JKENTOro LBETa,
CBODO/IHBIH OT NOCTOPOHHUX HaCTHLL

2 Identification by HPLC / :'Complies as prescribed / CooTBETCTBYET
Haenrudpuxanus (BIXKX)

TpeboBaHUIM

~102g/102r

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 yZepXUBaHHMsS OCHOBHOrO IHKa Ha
XpoMarorpaMMe  MCIBITYEMOrO  pacTBOpa
JIONIZKHO COOTBETCTBOBATb BpPEMEHH
VIepKHBaHNUS OCHOBHOTO nuKa Ha
XpOMaTorpaMMe  pacTBOpa  CTaHAApTHOTO
Opasig HUMELYIM LY (pasue
«KonnuectBeHHOE ONPEAENEHUE) B |
According to the requirements. Not less than
100 g/ B cootBeTcTBUH ¢ TpeboBanusimu. He
menee 100 T

Remarks : The Product conforms to ND/
Ipumeuanne: [TponykT cooTBeTCcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
Zaxnwuenne: OJOBPEHO

Prepared by /

Ioarorosneno: Pardeep Kumar

-

Checked by /
IIpoeepeno: Pawan Kumar

Approved by: Manager/Executive /
Onobpeno: Meremxep / Pykosoantens

Pavan Kumar Sharma P’

Reprint Date /

Jata: 30.11.2024

Reprint Date /

Jara: 30.11.2024

Reprint Date /

Hara: 30.11.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telanganz, india

Tel: +91 435 4960 29060, Fax: +91 40 4900 2998, Email: maii@drreddys.com

CIN: L85195AP1984PLCO04507
wwvdrreddys.com




Dr.Reddy’s Q

Dr. Reddy's Laboratories [td.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTUO®OUKAT AHATTUSA

Product: Nise gel 1%, 100 g
|Mpoaykr: Haiz, rens mns HapysxHoro npuveHedns 1%, 100 r

Market / Prinok : Russia / Poccus

Batch No. / . V240789 Batch Quantity / . 11796.0 units /

Cepusa Ne Pa3mep cepun 11796.0enunmiy
Analytical Repovrt No./ . 040002740251 IDate of Analysis / . 30.11.2024
AHanuTHYecKMii oTueT No |laTa aHanusa

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

JaTa npoussoacTsa I'ogen ao

Mfg. License No. /

IIpousBoacTBeHHAast : MNB/05/263 MA number: / Homep PY  : JII[I-Ne(001198)-(PT-RU)
JnueHsus Ne

Analysis performed according ND No / Anasn3s nposeaed no HJ/I Ne: JITI-Ne(001198)-(PT'-RU)-290323

4

pH

5.3

4.6106.0/0T14,6 10 6,0

Related substances /PoacTBeHHbIe IPUMECH

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

3) Impurity C / IIpumecs C

4) Impurity D / IIpumecs D

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

7) Highest Unknown
Impurity / Enuan4sas
HeuIeHTHGULIPOBaHHA
s IPUMECh

8) Total impurities /

Cymma npumeceit

1) Not detected / He oOHapy>xeHa
2) Below LOQ (LOQ = 0.04 %) /
Huxe npenena KOIMHECTBEHHOTO
onpenenenns (ITKO = 0.04 %)

3) Not detected / He obHapyXeHa

4) Below LOD (LOD =0.02 %) /
Huoxe npenena obnapyxenus (110
=0.02 %)

5) Not detected / He oGHapyxeHa
6) Not detected / He oOHapyxeHa

7) Below LOQ (LOQ =10.1 %)/
Huke mpeaena KOJIMYeCTBEHHOTO
omnpenenerus (IIKO = 0.1%)

Below LOQ / Huxe npenena
KOJIMYECTBEHHOTO ONPEAENICHHUS

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

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

I6) Not more than 0.2 % / He 6onee 0,2 %

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

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

Remarks : The Product conforms to ND/
ITpumeuanne: [IpoaykT cootBeTcTByeT TpebosanusmM HJL

Conclusion : APPROVED /
3axawyenne: OJJOBPEHO

Prepared by /
Hoaroroeneno: Pardeep Kumar

[

¥

o

Checked by /
IIpoBepeHo: Pawan Kumar

A

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pyr}momﬂenb

L e

Pavan Kumar Sharma

Reprint Date /
Jlarta: 30.11.2024

Reprint Date /
JHara: 30.11.2024

Reprint Date /
Harta: 30.11.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +51 40 4900 2995, Email: maii@drreddys.com

CIN: L85195AP19S4PLCO04507
wwye.drreddys.com




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

®e
) LY Viil. Khol, Nalagarh Road, Badd;
Dr. Reddy S '.’ Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Product: Nise gel 1%, 100 g
I poayxr: Haiis®, ress s vapysHoro npumeHeHHs 1%, 100 ¢

Market / PoiHok : Russia / Poccus

Batch No./ . Batch Quantity / . 11796.0 units / o
Cepus Ne 1240789 Pasmep cepun * 11796.0eanunyy,
Analytical Repourt No./ . 040002740251 Date of Analysis / . 30.11.2024
AHaJUTHYeCKHI oTUeT Ne JlaTa ananusa

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

JaTta npou3BoAcTBa T'ozen no

Mfg. License No. /

IIponsBoacTBeHHAA : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT-RU)
JIHIEH3Hs Ne

Analysis performed according ND No / Anaiaus nposeaes no HJL Ne: JIH-NQ{_UOI1_9-8_)*(1’l"~RU}-290323

6 Microbial contamination / MukpoGuoJiornyeckas 4yucroTa*

Total aerobic microbial
count / O0l1lee KOJIMYECTBO

MKHU3HECTTOCOOHBIX NA Not more than 10> CFU/g /
a5pOGHBIX He 6onee 10° KOE/r
MHKpPOOPTaHH3MOB

Total combined NA Not more than 10' CFU/g/
yeasts/molds count / He 6onee 10" KOE/r

O06111ee YHCIO OPOXKKEBBIX
U NJeCHEBBIX IPUOOB

|Pseudomonas aeruginosa NA Absent in 1 g/ OtcyTcTBHE B I T [
I |
Staphylococcus aureus NA Absent in 1 g/ OTcyTrcTBHE B 1 I
7 Assay / KoqnuecTBeHHOE 10.23 mg/ 10.23mr 9.0 to 11.0 mg of C3H2N20sS (nimesulide)
onpeaeieHHe er | gofthe product. /

Ot 9,0 1o 11,0 Mr C13H12N20sS (Humecynun)
Rt - - B 1 r npenapara |
8 Package / YnmakoBka 100 g in a laminated aluminum tube equipped with tamper-evident membrane. 1 tube and
patient information leaflet (package insert) in a carton. /

[To 100 r B TY6Y M3 TaMMHHPOBAHHOTO ATIOMHHHS, CHaOXEHHYO MeMOpaHOH 11
KOHTPOJIs IepBoro BCKPBITHA. [1o 1 Ty6e B mauky KapTOHHYIO ¢ MHCTPYKIMEH 1O
| [IpUMEHEHHIO (JINCTKOM-BKIIA/IBIILIEM).

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

IIpumeuanne: [Tpoaykr cooTBeTcTBYET TpeboBanuam HJI 3axmouenne: OJJOGPEHO

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

IToarorosneHo: Pardeep Kumar ITpoBepeno: Pawan Kumar Onobpeno: Menenxep / Pykoponurens
Z Z}F’ Pavan Kumar Sharma d

Reprint Date / Reprint Date / Reprint Date / -

Hara: 30.11.2024 Hara: 30.11.2024 Hara: 30.11.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507
wwwdrredays.com




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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND|A
Tel : +91 98166 56001-02
www.drreddys.com

Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAITU3A

Product: Nise gel 1%, 100 g
Ipoayxr: Haiis®, rems st Hapy»Horo npuMeneHus 1%, 100 r

Market / PoiHOoK : Russia / Poccus

Batch No./ . Batch Quantity / _ 11796.0 units / o
Cepus Ne R M240759 Pasmep cepun © 11796.0eaunni
Analytical Repo:‘t No./ . 040002740251 Date of Analysis / . 30.11.2024
AHaauTHYECKHIi oTyeT Ne JlaTa ananunsa

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

JaTa npousBoacTBa T'onen g0

Mfg. License No. /

IIpou3BoacTBEeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001198)-(PT-RU)
JHueH3Hst Ne

Analysis performed according ND No / Anaau3 nposeaen no HJ| No: JITI-N:(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. /

* [IpOBOAMTCS MPOU3BOAMUTENIEM TIPH BBIYCKE MEPUORHUECKH (C HHTEPBAIIOM B OIHO HCTibITaHHe Ha 20 cepuil WK He MeHee 1
pasa B rox). [TokazaTens MoxKeT ObITh HE BKIIOUEH B CEPTUGhMKAT aHaNH3a GUPMBIL.

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

API manufacturer batch number /
Homep cepuu npousBoauteias ADC:

NMS-1E-243003

FP Manufacturer API Batch number /
Homep cepun cyocTanuuu npoussoauress I'JIO:

FERA00346

Mangalam Drugs and Organics Ltd., India /

API Manufactured by & country /
Mamnranam JIpars san Opranukc JIth., Haaus

Hponssogutens ADC, cTrpana:

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (License No MNB/05/263 /
[IpousBojcTBeHHOE NoApa3aeneHue-6, Bunamk Kxons,
Hanarapx Poyn, Bajnu, Conan ducrpukr, X.I1. 173205, Mnaus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumeHoBaHHe, agpec 1 HOMEP JHLIECH3HH

ILUIOINANAKH, OCYLIecTBISIOMeH

(JTunensus Ne MNB/05/263)

Remarks : The Product conforms to ND/
Ipumeuanue: [poaykT coorBeTcTBYeT TpeboBanusM HJL

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by /
IMonrotoBneno: Pardeep Kumar

ITposepeno: Pawan Kumar

oL A

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykopoauTeb
Pavan Kumar Sharma fo ~

Reprint Date /
Jata: 30.11.2024

Reprint Date /
Jara: 30.11.2024

-

Reprint Date /
Hata: 30.11.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC0DO4507
www.drreddys.com




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

®o
Dr. Reddy’s Q'.. Viil. Knol, Nalagarh Road, Badd,

Distt. Solan, H.P.,, 173 205, INIDIA
Tel : +91 98166 56001-02
www.drreddys.coin

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A
Product: Nise gel 1%, 100 g
Mpoayxr: Haiis®, rens s HapyxHoro npuMeHeRus 1%, 100 r
Market / PoiHoK : Russia / Poccus
Batch No. / _ Batch Quantity / ~ 11796.0 units / -
Cepus No o 20789 Pasmep cepuu © 11796.0enunuy
Analytical Repo“rt No./ . 040002740251 Date of Analysis / . 30.11.2024
Anajqurndecknii oryer Ne flIaTa aHaJu3a
Date of Manufacture / . 11/2024 Date of Expiry / . 10/2027
HaTa npousBoacTBa Togen go
Mfg. License No. /
IIpou3BoacTBEHHAsA : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI'-RU)
auuen3ns Ne
Analysis performed according ND No / Ananus npoeeaex no HJI Ne: JITI-Ne(001198)-(PT-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».

3akJil04eHHe 0 cooTBeTcTBHH: «HacTosummm s MoATBepiKAaro, YTO NPHUBEJEHHAsA BhILIE WHPOPMALIMS ABJISETCS
JIOCTOBEPHOM M TOYHOM. DTa cepus MPOLYKLMH NpOU3BEAeHa (BKIIOYas YNMAakoBKY (MapKMpOBKY) W KOHTPOJb
KauecTBa) Ha BHIIEYKA3aHHOM TPOM3BOACTBEHHON IuIowanke (IJolaAKkaXx) B TIOJIHOM COOTBETCTBUM C
Tpe6opanusamu [IpaBuil HaJexaleld mpoM3BOACTBEHHOMH NpakTUkK EBpasuiickoro axoHoMuueckoro corosa (No
GMP/EAEU/RU/00554-2022 ot 02 cenTs6ps 2022) u TpeOOBaHUAMH KOHTPOJIA Ka4eCTBa JIEKAPCTBEHHBIX CPEACTB,
a TaKke B COOTBETCTBHM CO CreUHPUKAUUAMHU, COAEPXKALMMUCA B PErMCTPALIMOHHOM [I0Che CTpaHBI-UMIIOpTEpa.
3anucy 1o IPOU3BOJICTBY, YIIAKOBKE M aHAK3Y MPOBEPEHbI, U YCTAaHOBJIEHO UX COOTBETCTBUE TpeboBaHUAM [1papin
HaaJexanei Mpou3BOJICTBEHHOM NpakTHKKU EBpazuiickoro 3SKOHOMHU4ECKOTo COH03ay.

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

ITpumeuanne: [Tpoaykt coorBeTcTBYeT TpeboBaHuaM HJI 3axmouenune: OJOBPEHO

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

IToarorosneno: Pardeep Kumar ITposepeno: Pawan Kumar Onobpeno: Menemxep / PykoBenuTenb
(fr Pavan Kumar Sharma ?‘___,_—-a

Reptint Date / F.eprint Date / Reprint Datc /

Hara: 30.11.2024 Hata: 30.11.2024 Hata: 30.11.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2995, Ernail: maii@drreddys.com
CIN: L85195AP1984PLC0O04507
wwvv.drreddys.com




