Dr. Reddy's Laboratories Ltd.
D Q..o Formulation Unit-6
’ ® Vill, Khol, Nalagarh Road, Baddi,
r. Reddy S Ne Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUP®UKAT AHANU3A
Product: Nise gel 1%, 100 g
| Hpopvier: Haiiz®, rems ang napysioro npiyencsns 1%, 100
Market / Prinox : Russia / Poccus
Batch No. / ] Batch Quantity / _ 11810.0 units /
Cepua Ne Reall> Paimep ccpun * 11810.0eanuun
Analytical Repovrt No./ . 040002634661 Date of Analysis/ . 20.08.2024
AHanuTH4YecKHH oTyeT Ne Jlara anasin3a : . o)
Date of Manufacture / . 08/2024 Date of Expiry / . 07/2027
Jata npomssoacTBa Topen po
Mfg. License No. /
IIpoussoacTBEHHAR : MNB/05/263 MA number: / Homep PY  : JIIT-Ne(001198)-(PI'-RU)
nHuen3na Ne ) | i .
Analysis performed according ND No / Am_mm uposeaes no H/ Ne: JITI-Ne(001198)-(PI'’-RU)-290323

'Ne  [Test/ Iokasatens | Result / PesynbTaTsl Specification / Hopma ) |
1 —‘ Appearance / OnucanHe iClear homogenous yellow gel, free from  Clear homogenous light
particulate matter / OXHOPORHBIH yellow to  yellow gel, free from

: MPO3paYHBlii reflb XKENTOro LBETA, particulate matter / OgHOPOAUBLIA npoapatHLii

‘ CBOBOIHBI OT TOCTOPOHHHX HACTHIL, TeNnb OT CBETJIO-KENTOro O HKEJNTOro IIBETa,

| | ceoBOAHEIT OT MOCTOPOHHNX YaCTHIL.

|
|'2_ Identification by HPLC / | Complies as prescribed / Cootsetctyer {The retention time of the main peak in the

Hnenrudpurauus (BIKX) TpeboranuamM chromatogram of test solution  should
correspond to the retention time of the main
peak in the chromatogram of nimesulide
reference standard solulion (section Assay). /

' BpeMs yIepKHBAHWA OCHOBHOIO [HKa Ha
| |xpoma‘rorpamme HCTBITYEMOrO  PacTBOpa
MOIDKHO COOTBETCTBOBATE BpeMEHH
YAePHUBAHHS OCHOBHOTO nHKa Ha
XpOMATOrpaMMe  PacTROpa  CTaHAapTHOro
obpasiia HUMECYANAA (paznen

) WO HLCTBCHIUC ONPeaCneIINe))

3 Weight of package 101 g/101r According to the requirements. Not less than ‘
contents Macca 1100 g/ B cootsercTBHY C TpeboBanusiMu. He ‘
‘conepmnmoro YIAKOBKH menee 100 T |

1

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeyanue: [Tpoaykr coorsercrByet TpeGosannaM HI Zaxmoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: Pravesh Rana IIpoeepeHo: Pardeep Kumar Onobpeno: Menemkep / Pykososrens

. Z (::L/ Pavan Kumar Sharma - fa——>

4 , L

Reprint Date / Reprint Date / Reprint Date /
Jara: 29.08.2024 Hara: 29.08.2024 Harta: 29.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Rills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drraddys.com
CIN: L85195AP1584PLCO04507
www.drreddys.com




Dr.Reddy’s ‘.:..

Dr. Reddy's Laboratories [td.
Formulaticn 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

CEPTUDUKAT AHANN3A

Product: Nise gel 1%, 100 g

| Mpoayswe: Haiiz®, rens g napyscuoro npusenenna 1%, 100t

Market / Poinox

: Russia / Poccus

Batch No. / ) Batch Quantity / ~ 11810.0 units / =
Cepus Ne VAT Pa3mep cepun ° 11810.0eauuuny

Analytical Repo“rt No. / . 040002634661 Date of Analysis / . 29.08.2024

AnanutnveckHii oTuet Ne Jlata ananunsa | sl

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2027

Jata npoM3IBOACTEA T'ogen g0

Mfg, License No. /

MpoussoacrBeHHAA . MINB/05/263 MA number: / Homep PY  : JITI-Ne(001 198)-(PT-RU)

JiHeH3Hs Ne will 1

Analysis performed according ND No / Anaans nposegen no HJI Ne: JITI-Ne(001198)-(PT-RU)-290323

4 pH

5.5

4.61t06.0/0T14,6 106,0

Related substances /Pozl_crnemme NpUMecH

1) Impurity A / [Ipumecs A
2) Impurity B / [IpuMecs B
3) Impurity C / [Ipumecs C

4) Impurity D / [IpumMecs D

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

/) Highest Unknown
Impurity / ExunyuuHas
HERUCH TUPULM PUBAHHY
S IPUMECH

8) Total impurities /

CymMa npumeceii

1) Not detected / He obHapyxeHa
2) Not detected / ne o6HapyxeHa
3) Below LOQ (LOQ = 0.04 %) /
Hiuxe npenena KoaHHeCTBEHHOro
onpegenenus (ITKO = 0.04 %)

4) Below LOD (LOD =0.02 %) /
Huxce npenena obHapyxenns (110
=0.02 %)

5) Not detected / He obHapyxeHa
6) Not detected / He obHapy»xeHa
7) Below BDI. / Hike nopora
perucrpanuu

8) Below BDL/ Huxe nopora
perHcTpanuu

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

2) Not more than 0.2 % / ve Gonee 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 6osee 0,2 Y%

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

7) Nul muie (han 0.2 % / #e Gonee 0,2 %6

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

Remarks : The Product conforms to ND/

Ipumeuanne: IIponyKT cooTBETCTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axnioyenne: OJXOBPEHO

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

IMoarotoseno: Pravesh Rana IIpoBepeno: Pardeep Kumar Opobpeno: Menemxep / Pykosomitens
{ Pavan Kumar Sharma el i

Reprint Date / Reprint Date / Reprint Date /

Jara: 29.08.2024 Hara: 29.08.2024 Jlara: 29.08.2024

Pegistered Office: 8-2-337, Road Mo. 3, Banjara Kills, Hyderabad - 500034, Telangana, India
Tek: 491 40 4900 2900, Fax: +52 40 4300 2999, Email: maii@drreddys.com

CIN: LB5195AP1984PLC004507
wwiw.drreddys.com




Dr. Reddy's Laboratoties {td,
‘ ®e Formulatiocn Unit-6
? @ Vill. Khol, Nslagarh Road, Baddi,
DI‘. ReddY S L Distt. Solan, H.P, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANU3A

Product: Nisc gel 1%, 100 g
Hpoayicr: Haiiz", rens mis vapysksoro npumerenus 1%, 100 r

Market / PoiHoK + Russia / Poccus

Batch No, / . Batch Quantity / . 11810.0 units /

Cepus Ne L5 Pasmep cepin  11810.0eaunn
Analytical Repourt No./ . . 040002634661 Date of Analysis / . 29.08.2024
AHaaHTHYECKH i oTueT No MaTta ananunza

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2027

Jara npou3BoacTEa oy Togen ao

Mifg. License No. /

IponisogcTBEHHAR i MNB/05/263 MA number: / Homep PY  : JII1-Ne(001198)-(PT-RU)
anuensun Ne

Analysis performed according ND No / Anaans npopenen no HJI No: JITI-Ny(001198)-(PT-RU)-290323

6 Microbial contamination / MukpoGnosornyeckas yncrora*

Total aerobic microbial
count / Obinee KOJHYECTBO |

AH3HECTOCOOHBIX NA Not more than 10> CFU/g / |

laspOBHBIX He Gonee 10* KOE/r -
| IMHKPOOPraunamMoB NA '

Total combined Not more than 10' CFU/g/

yeasts/molds count / He 6onee 10" KOE/r

ObLLee YHCIO APONIKEBBIX
il TLIECHEBBIX rpUboB

Pseudomonas aeruginosa NA Absent in | g/ OtcyTeTBue B 1T
I Staphylococcus aureus NA ‘Absent in 1 g/ OrcyrctBue B 1 r ]
f'? Assay / KonmuyecrBennoe | 10.35 mg/ 10.35 mr 9.0 to 11.0 mg of C3H2N20sS (nimesulide)

onpenenenne per 1 g of the product. /
' Ot 9,0 1o 11,0 Mr C13H;2N205S (HumMecynnn)

B 1 ¥ npenapara L
8 Package / YnakoBka 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 N3 TAMMHHPOBAHHOID AIFOMHHUSA, CHabXeHHYI0 MeMOpaHoi A
KOHTPOIA NEPBOro BCKpLTHs. 10 1 TyGe B mayky KapTOHHYIO C HHCTPYKLHEH o
npuMeneHsto (INCTKOM-BKIIaAbILEM).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Tpumevanne: [TponykT cooTBeTcTByeT TpEboBanksamM HJL 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[oarorosneHo: Pravesh Rana [Iposepeno: Pardeep Kumar Onobpeno: Menemwxkep / Pykosonuresns

; [ 15, Pavan Kumar Sharma o

2 OC’———‘_ N
Reprint Date / Reprint Date / Reprint Date /
Jata: 29.08.2024 Jara: 29.08.2024 ITara; 29.08.2024

Pegistered Oifice: §-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2560, Fox: +81 40 4900 2999, Ernwil: maii@direddys.com
CIN: L83195AP1384PLCONI507
wiwvwi.drreddys.com




Dr.Reddy’s ‘;'

Dr. Reddy's Laboratories Ltd.
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

CEPTUDUKAT AHATIU3A

Product: Nise gel 1%, 100 g

IMpoayxt: Haitz®, rens ana vapyxHoro npumenenns 1%, 100 v

Market / Poinok : Russia / Poccus

Batch No. / . V240590 Batch Quantity / . 11810.0 units /

Cepun Ne ’ = Paamep cepun * 11810.0epmem
Analytical Repo:‘t No./ . 040002634661 Date of Analysis / . 29.08.2024
Ananutnyecknii oTuer Ne JlaTa aHAaTH3A

Date of Manufacture / . 08/2024 I?ate of Expiry / . 07/2027

JaTa npousBoacTBa I'ogen mo

Mfg. License No. /

IlponssoacTBeHHAR : MNB/05/263 MA number: / Homep PY ¢ JITI-Ne(001198)-(PT-RU)

Junensna Ne

\

Analysis performed according ND No / Anasmnz nposener no HJ1 Ne: JII-Ne(001198)-(PI'-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. /

* IIpOBOAMTCSA MPOU3BOLUTENEM IIPK BbINYCKE MEPHOAHYECKH (C MHTEPBATIOM B OQHO HCITBITaHHE Ha 20 cepuii vnn He meree 1
paza B ron). [Tokazatesns MokeT BbiTh He BKIFOYEH B CEPTHHHKAT aHAINIA PUPMEI.

API name (INN) / A®C (MHH):

Nimesulide / Humecynni

API manufacturer batch number /
Honmep cepun npoussoanrens ADC:

NMS-1A-243009

FP Manufacturer API Batch number /
Howmep ceépuu cyficranuun nponssoantens [JID:

FERA00251

API Manufactured by & country/
IponssoauTtens AMC, crpana:

Mangalam Drugs and Organics Ltd., India /
Maurasam [pars sup Oprasuxe Jita., Maaus

Name, address, authorization No for  FP
manufacturing site / Control site / Release site /
HuUHMEHUBUHHE, SAPEC B HUME] JHUEHIHI
IUIOLIAKH, OCYIEeCTBIISTIOEH

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (License No MNB/05/263 /
ITpou3BoACTBEHHOE OApasfenenure-6, Buinamk Kxonp,
Udndi apa L'uya, bapum, Conan Huopuny, 20T 173205, Hitanx

(JTuuenszus Ne MNB/05/263)

Remarks : The Product conforms to ND/

Hpumeuanne: [Tpoaykr cootsercTayeT Tpebosanuam HII

Conclusion : APPROVED /
Baxnwuenue: OJOBPEHO

Prepared by / Checked by /

Tloarorosieno: Pravesh Rana
1

i

[Mposepeno: Pardeep Kumar

Approved by: Manager/Executive /
OnoGpeno: Mewemkep / Pygosomiress
Pavan Kumar Sharma ci“'.a,wa

=

Reprint Date /
JHara: 29.08.2024

Reprint Date /

Reprint Date /
Jara: 29.08.2024

JlaTa: 29.08.2024

Pegistered Office: 8-2-337, Road No, 3, Banjara Hills, Hyderabad - 500034, Telangana, (ndia
Tel: +91 40 4900 2500, Fax: +91 40 4300 2999, Ermail: maii@drreddys.com
CIN: L85195AP1584PLCD04597
www.drreddys.com




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

[ 1)
?
Dr. Red dy S ‘... Vill. Khol, Nalagarh Road, Badd;,
| . Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHATIU3A
Product: Nise gel 1%, 100 g Tigaci
Tpouyskr: Haitz®, rens st napyxkuoro npumenenns 1%, 100 ©
Market / PeiHoK : Russia / Poccns
Batch No. / . Batch Quantity / . 11810.0 units /
Cepus Ne F Y2052 Pasmep cepui * 11810.0eauHuu
Analytical Repo“rt No./ . 040002634661 Date of Analysis / . 29.08.2024
AnanHTHueckHii oTyeT No JlaTa ananusa =
Date of Manufacture / . 08/2024 D‘atc of Expiry / . 07/2027
Hara npon3soacraa logen xo
Mifg. License No. /
IlponspoacTBenHasn : MNB/05/263 MA number: / Homep PY  : JITI-Ne(001198)-(P-RU)
JHeH3HA Ne

Analysis performed according ND No / Auamns nposegen n1o H/ Ne: JITT-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».

3aKk/04YeHHe 0 COOTBeTCTBHH: «HacToslmyM s NMOATBEPXKAA0, YTO MPHBENCHHAS BHILE WHGOPMALHs SBISLETCS
JOCTOBEPHOH H TOYHOM. DTa CepHs NPOLYKUMM NPOW3BEACHa (BIUIIOYAd YNaKOBKY (MapKMpOBKY) W KOHTPO/b
| KauecTBa) Ha BLILIEYKA3aHHOM NPOM3BOACTBEHHOM ILIOWIaAke (NNol@ajxax) B TMOJHOM COOTBETCTBHM C

TpeGopanuamu [TpaBun Hajiexalel MpOU3BOACTBEHHON MpakTHK: EBpasMiCKoro sKoHoMMueckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centabps 2022) u TpeOOBaHUAMH KOHTPONA Ka4yeCcTBa JICKAPCTBCHHBIX CPENCTB,
a TAKOKE B COOTBETCTBHM CO cleLMpUKAUMAMY, COASPHAIUMUICA B PEIMCTPALIMOHHOM JIOChE CTpaHbI-MMMOPTEPA.
3ATIHGH 110 MPOMAROICTRY, YITAKORKE H ARANNHAY MDPORENEHBI, U YCTAROB/IGHO HX COOTBETCTBHE TPeOoBaruaM ITparun
Hazmexalled NpoH3BOICTBEHHOM NMPaKTUKH EBpasuickoro 3kOHOMHYECKOIoO COr03a.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeuanne: [IpoaykT cooTBeTcTBYeT Tpedosanusm HJI Zaxarwuenuc: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Tloaroroesnexo: Pravesh Rana Tlpogepeno: Pardeep Kumar | Opobpero: Menemxep ,"nyc_pnomrrcms

>, Zy Pavan Kumar Sharma 7 50— —

2- == ¢

Reprint Date / Reprint Date / Reprint Date /
Hara: 29.08.2024 Hara: 29.08.2024 Iara: 29.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Rills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mai!@drreddys.com
CIN: L85195AP1584PLCD04EDT
wwwe.drreddys.com




