Dr.Reddy’s €€

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

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

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATTU3A

Product : Nise gel 1%, 20
Mpoayicr: Haiis®, ress ans Hapysuoro npumenenna 1%, 20T

Market / PuiHok

; Russia / Poccus

Batch No./ . Batch Quantity / . 57395.00 units /

Cepus Ne R Pasmep cepitu " 57395,00eaummui
Analytical Repourt No. / ;040002619243 Date of Analysis / . 19.08.2024
AHanuTH4eckHit oT4yeT Ne N ~|[aTa aHanu3a

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2027

Jarta npousBoacTBa Togen go

Mfg. License No./

MpoussoacTeeHHan : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT-RU)
JIHUeH3HA Ne

Analysis performed according ND No / Ananus nponeaen no H Ne: JITT-Ne(001198)-(PT-RU)-290323

Ne [Test/Iloka3atens | Result/PesyabTatni i | Specification / Hopma - = i
1 { Appearance / Onncanme  Clear homogenous yellow gel, free from  Clear homogenous iighii
particulate matter / OxHoponHsli yellow to yellow gel, free from

, pospa4HkLi reb XKeNTOro LBeTa,

| s

- ©cBo6O/IHBL OT NOCTOPOHHHX YaCTHL.
|

particulate matter / OgHopoaHBLH npospalmbm]
refib OT CBETJIO-KENTOr0 [0 JKEATOTO UBeTa,
cBOOOANLIN OT MOCTOPOHHMX YaCTHL.

1]

[dentification by HPLC / | Complies as prescribed / CooTBeTcTBYET
Unentudpuxauus (BIMX) tpebopasnam

The retention time of the main peak in the
chromatogram of ftest solution should
correspond to the retention time of the main
peak in the chromatogram of nimesulide
reference standard solution (section Assay). /
Bpems yaepixHBaHHA OCHOBHOrO IiKa Ha
ApOMATOrpaMMe  HCHBITYEMOro  pacTsopa
JLOIRHO COOTEETCTBOBATE BPEMEHH
yaepAIBaHH OCHOBHOTO nHKa Ha
Expomamrpamme pactsopa  CTAHIAPTHOTO
oGpazua HHMECYNHAA (paznen
wiKonnuectaenEOe ONpeneNeHne»)

'Weight of package
contents Macca
coIepKHMOI0 YHaKOBKH

21 g/21r

|
According to the requirements. Not less than
20 g/ B voorperorpin o TpeGopanunmi, He
|

menee 20T

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

Ipumeuanwe: Tponykr caoreercTrRyeT TpehoRannam HJT Zakmwuenne: OJOBPEHO

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

IToxrotoBneno: Ramakant TIpoBepeno: Santosh Kuma Ojnobpeno: MeHemkep / Pykopoautenb
mﬂd— Maurya @ Manoj Kumar W

Reprint Date / Reprint Date / Reprint Date /

Hara: 19.08.2024 Hara: 19.08.2024 Jata: 19.08.2024

Registered Office: 8-2-337, Road No. 3, Banjzra Hitls, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Ernail: maii@drreddys.com

CIN: L85195AP1384PLC004507
wwyy.drreddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories |tg.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJTU3A

Product : Nise gel 1%,20 g

HMponyicr: Haiis®, rens juis napyskaoro npumenenus 1%, 20 r

Market / Poinok : Russia / Poccus

Batch No. / . V240561 Batch Quantity / . 57395.00 units /

Cepus Ne i Pazmep cepun ' 57395.00epunnn
Analytical Repo:'t No./ . 040002619243 Date of Analysis / . 19.08.2024
AnanutHyeckuif oraer Ne " [ HJata aHanan3a B

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2027

Jarta npoxssoacTea Togen no

Mfg. License No. / :

IpouzpoacTBeHHANR : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT-RU)
anuen3Ina Ne

Analysis performed according ND No / Anasju3 nposeaex no HJI Ne: JITI-Ne(001198)-(PI-RU)-290323

4 pH

53

#.6t060/014,61060
|
f

S | Related substances /PoacTBeHHble PHMeECH

|

i7) Highest Unknown
Impurity / Enuauunast

51 TIpUMECh

1) Impurity A /Tlpumecs A
:?} Impurity B / IIpumecs B

3) Impurity C / ITpumecs C
4) Impurity D / Ilpumecs D

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

HeuAeHTUUIHPOBAHHA

Below LOD (LOD = 0.02 %) / Huxe
npenena obHapyxenus (11O = 02 %)

Below BDL (BDL~ 4149) / Huxe nopora
pernctpanui (ITP=4149)

Not detected / ne o6HapyxeHa

Below LOQ (LOQ = 0.06 %) / Huxe
pezena KOMHYeCTBEHHOTO ONpeLCieH s
(ITKO = 0.06%)

Not detected / He o6HapyxeHa

Not detected / He o6HapyxeHa
Below BDL (BDL= 4149) / Huxe nopora
peructpauuu (I11P=4149)

I8) Not more than 0.2 % / He Gonee 0,2 %

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

3) Not more than 0.2 % / He 6onee 0,2 %
4) Not more than 0.2 % / se 6onee 0,2 %

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

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

Conclusion : APPROVED /

Remarks : The Product conforms to ND/
Tipumesanne; [IDOAYKT cooTBETCTBYET TReOOBaHHAM HI

3akmovenne; OJJOBPEHO

Prepared by / Checked by /

Approved by: Manager/Executive /

JlaTa: 19.08.2024 Harta; 19.08.2024

ITogrorosneHo: Ramakant .‘_ IIposepeno: Santosh Kumar Onobpeno: Mernemxep / PykoBoautentb
J 17 | Maurya Manoj Kumar o f
L‘h” ‘. 4 J w
Reprint Date / 4 Reprint Date / Reprint Date /

Jarta: 19.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4300 2999, Email: mai;@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr. Reddy's Laboratories [td.
@s Formulation Unit-6
Dr' Reddy’s ‘... Vill. Khol, Nalagarh Road, Baddi,
5 Distt. Solan, H.P., 173 205, IND!A
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHATIU3A

Product ¢ Nise gel 1%, 20 g
Mponyscr: Haiis®, rens s napysHoro npuvenetns 1%, 20

Market / Prinox : Russia / Poccust

Batch No./ R Batch Quantity / _ 57395.00 units / Sl
Cepus Ne ) Pasmep cepuut ' 5§7395.00eanunn

Analytical Repovrt No./ . 040002619243 Date of Analysis / . 19.08.2024

Anaaurhdeckuii oTyet Ne Jata aHaJIH3a g

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2027

Jlata npoH3BOACTBA Togen no

Mfg. License No. /

TIpouzeoacTBEHHAS : MNB/05/263 MA number: / Homep PY : JII-Ne(001198)-(PI-RU)

JHuensHsa Ne

Analysis performed according ND No / Anayus nposeaen ne HJI{ Ne: JITI-N=(001198)-(PT'-RU)-290323

8) Total impurities /

C}'M.'«‘!a npnmeceﬁ Below LOQ / Huwxe npejena 8) Not more than 1.5 % / He bonee 1,5%

KOJIHHECTBEHHOrO ONpeACICHNA

6 Microbial contamination / Muxpo6uosoruyeckas Yucrora*

Total aerobic microbial
count / Ob1ree KOMHYECTBO

ACH3HECTOCOOHBIX Less than 10 CFU/g/ Not more than 10> CFU/g /
a3pOBHBIX Mcuce 10 KOE/r He 6onee 10 KOE/r
IMHKPOOPraHH3MOB

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

{061Iee YMCIO SPONOKEBRIX
H TUIECHEBEBIX TpHOOB

Pseudomonas aeruginosa  |Absentin 1 g/ OTcyTcTBYeTB 1 0 Absent in 1 g/ OrcyrcTsHe B Ir
Staphylococcus aureus Absent in 1 g/ OtcytcTeyerB 1T Absent in 1 g/ Otcytereie 81 r

7 Assay / Konuyecrsennoe | 10.24 mg/10.24 mr .0 to 11.0 mg of C3H2N20s8 (nimesulide)
oOnpejieaeHHe er 1 g of the product. /

9.0 1o 11,0 mMr Cy3H12N20sS (smmecymin)
B 1 r npenapata

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

Tpumeuanue: ITpoaykT cooteercTyer TpeGoBankaM H]L 3akmouenue: OJJOBPEHO

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

Iloxrororsieno: Ramakant 'l’ TIposepeno: Santosh Kumar Onobpero: Menemkep / PykosoauTesns
M.ﬂ : Maurya ﬁ Manoj Kumar \Tn A

il .
Reprint Date / o Reprint Date / Reprint Date /
Jara: 19.08.2024 Jara: 19.08.2024 Jata: 19.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4300 2999, Email: mai:@drreddys.com
CIN: L85195AP1584PLC004507
www.direddys.com




Dr. Reddy's Laboratories |td,
q. @ Formulation Unit-6
!, o® Vill. Khol, Nalagarh Road, Badd;,
Dr’ Reddy S e Distt. Solan, H.P, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANU3A

Product ¢ Nise gel 1%, 20 g
DNpoaysr: Haiia®, rens s HapyskHoro npamenenis 1%, 20 ©

Market / PoiHok : Russia/ Poccus

Batch No. / . V240561 Batch Quantity / . 57395.00 units /

Cepun M2 ' i Pasmep cepii * 57395.00exnunn

Analytical Repo:'t No./ . 040002619243 Date of Analysis / . 19.08.2024

AxanpTHueckMi oTHeT No - JlaTa ananu3a il -
Date of Manufacture / . 072024 Date of Expiry / . 06/2027

Hara npousBoacTea T'oaen go

Mifg. License No. /

IIpoxsBoAacTBEHHAS : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001 198)-(PI'-RU)

aunensnsi Ne

Analysis performed according ND No / Ananus nposeaew no H/L Ne: JITI-Ne(001198)~(PI'-RU)-290323

8 Package / YnaxoBka 20 g in a laminated aluminum tube equipped with tamper-evident membrane. 1 tube and
atient information leaflet (package insert) in a carton. /

[1o 20 r B TYSY M3 NJaMHEMPOBAHHOIO AMOMUHHSA, CHaBNEHHYI0 MEMOpaHOH Ans

KOHTPOJIR MepBoro BCkpsiTHA. I10 1 TyGe B nauxy KapTOHHYIO C HHCTPYKLMEH Mo

- [MPHMEHEH IO (JTMCTKOM-BKNaJIBILIEM).

* 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./
* TIpOBOIHTCA [POM3BOAMTENEM IIPH BEIMYCKE IEPHOMMUYECKH (C HHTEPBANIOM B OJHO MCTbITaHKe Ha 20 cepyil UM He MeHee 1

pasa B rog). [lokasaTens Mosxer GbITE He BKIIIOYEH B CepTHQUKAT aHanH3a GupMmsL.

API name (INN) / AOC (MHH): Nimesulide / HuMecynua
API manufacturer batch number / NMS-1A-243009
Homep cepunt npoussogurensa APC:

FP Manufacturer API Batch number / FERA00251

Homep cepun cy6craHumn npoHssogutena I'JId:

: 4 Mangalam Drugs and Organics Ltd., India /
API Manufactured by & country / Manranam [pars sug Opranuxc JIta., Uaaus
Ilpoussoxurtens APC, cTpana:

Name, address, authorization No for FpP
manufacturing site / Control site / Release site / Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.

HaumeHoBaHMe, AJipec H HOMep JIHLEH3HH Solan (HP) 173205, India (License No MNB/05/263) /
TLAOIAAKH, OCYIEeCTBIRIONICH

Remarks : The Product contorms to ND/ Conclusion : APPROVED /
Iprveuanne: [Iponykr coorsercreyer tpeboraruam HJ 3axmouenune: QJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

Manoj Knmar

| M K ]

IMoaroToBeHo: Ranml T‘ IposepeHo: Santosh Wr Onobpero: MeHemxep / Pykosogiitens

Reprint Date / Reprint Date / Reprint Date /
Jata: 19.08.2024 Hara: 19.08.2024 Harta: 19.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel; +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreadys.com
CIN: L85195AP1584PLCA04507
wiww.drreddys.com




Dr. Reddy's Laboratories Ltd
D 5 Q.... Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
r- Reddy S N* Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJTU3A
Product = Nise gél 1%,20 g )
Hpopysr: Haiia®, reas ans sapysHoro npumenenns 1%, 20
Market / Puivok : Russia / Poccus
Batch No./ . V240561 Batch Quantity / . 57395.00 units /
Cepusa Ne ' Paimep cepum ' 57395.00eaunun "
Analytical Repovrt No./ . 040002619243 Date of Analysis / . 19.08.2024
AuanuTHyecknii oryer N Jata ananMaa E Cmllnet_»
Date of Manufacture / . 07/2024 Date of Expiry / . 06/2027
Jarta npon3seoacTea T'oaen go
Mfg, License No. /
IlpoussoAcTBeHnas : MNB/05/263 MA number: / Homep PY : JITT-Ne(001198)-(PT"-RU)
JiHDen3ua Ne |
Analysis performed according ND No / Ananus nposeaen no HJ{ Ne: JITI-Ne(001198)-(PI'-RU)-290323

TIpousBozcTREHHOE NoApasenenne-6, Bruuiamk Kxor,
Hanarapx Poyn, Bannu, Conan Jlucrpuxr, X.I1. 173205, Unaus
(Nauenzvs 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 contro] 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».

SakaiovMeHde 0 cooTBercTBuu: «HacTosuuM s NOATBEPX a0, YTO MPUBEACHHAA BEIIE HHPOPMALMA SIBRASTCA
[OCTOBEPHO# M TOUHOH. DTa CepHi MpOAYKIMM NPOM3BeieHA (BKJIOYAs YNAKOBKY (MApKHPOBKY) M KOHTPOJb
Ka4ecTBd) H4 BhIIeyKa3aHHOW MPOM3BOACTBEHHOM [MUIOILA/Ke (n1omagkax) B IOJIHOM COOTBETCTBHM C
Tpe6oBaHusmu [lpaBui Hajnexalned NMPOM3BOACTBEHHOH mMpakTUkH EBpasniickoro 3KOHOMMYECKOTO C0I032 (Ne
GMP/EAEU/RU/00554-2022 ot 02 centabps 2022) 1 Tpe60BaRUAMM KOHTPOJIA Ka4eCTBa JEKAPCTBEHHBIX CPEACTB,
a TaKKe B COOTBETCTBMH CO CHELMPUKAIMAMH, COLEPIKALIUMHUCA B PErHCTPALlHOHHOM AOCHE CTpaHbI-UMIIOPTEpA.
3anKCH 10 POH3BOJICTBY, YNIAKOBKE M aHANH3Y TPOBEPEHE], U YCTAHOBIICHO X COOTBeTCTBUE TpeGoBanuam Ilpasun
Hajexalled TIpoU3BOACTBEHHOHR TPaKTHKK EBpa3niickoro 3JKOHOMHYECKOTO COKO3a».

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

Mpumeyanne: [ponyxr cootrercTByeT TpefoBatnsm HIL Zaxnroyenue: OJIOBPEHO

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

IToAroTOBNEHO: Ramal;q\m — | IlpoBepeno: Santosh Kumar Ono6peno: Medemxep / PykoBoanTeNk
fﬁ"l}“’!y Maurya @' Manoj Kumar 1".‘_7?1: -

Reprint Date / Reprint Date / Reprint Date /

Jata: 19.08.2024 Hara: 19.08.2024 Hara: 19.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel; +31 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CINM: L85195AP1984PLCO04507
www.drreddys.com




