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

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

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJTUSA

Product : Nise gel 1%, 20 g

Ipoayier: Haiiz®, rens ans napyxHoro npumenenus 1%, 20 r
\ Py p

Market / Poinox

: Russia / Poccus

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

Cepusi Ne ) Pasmep cepun * 57395.00eaunun
Analytical Repo:‘t No./ . 040002619243 Date of Analysis / . 19.08.2024
AHaJluTHYeCKHIT oTueT Ne JlaTa aHaau3a

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

Jarta npou3BoAcTBa I'oaeH Ko

Mfg. License No. /

IMpouszBoacTeeHnast : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI'-RU)
aueHsust Ne

Analysis performed according ND No / Auaans nposexen no HJI Ne: JITT-Ne(001198)-(PI'-RU)-290323

=)

Noe | Test / Tloka3zatean

[Result / Pe3ybTaThi

1 Appearance / Onn

caHHe
particulate matter / OXHOPOAHBIN
MpO3payHbIi resb XEeNTOoro 1BeTa,
CBOOOHBIA OT MOCTOPOHHUX YACTHLI.

Specification / Hopma

Clear homogenous yellow gel, free from

Clear homogenous light
vellow to yellow gel, free from
particulate matter / OnHOPOJHBIN NpPO3pauHbIH
reib OT CBETNO-XKENTOro 10 JXKENTOro LBeTa,
CBOOOJHBLIT OT NOCTOPOHHMX YACTHLL.

2 Identification by HPLC /
Unxentudurxanns (BI?KX)

Complies as prescribed / CooTeeTCTBYET
TpeOOBaHUAM

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). /|
Bpemst ynepKuBaHWsl OCHOBHOrO IIMKAa Ha
XpOMaTorpaMMe  HCIIBITYEMOTO  PacTBOpa
IOJKHO COOTBETCTBOBATh BpEMEHH
yAepKHUBaHUA OCHOBHOTO nvKa Ha
XpOMaTOrpaMMe  pacTBopa  CTaHAApTHOTO
obpasua HUMECYNHa (paznen
«KonuuecTBeHHOE ONpefeNeHNe»)

Weight of package
contents Macca

ﬂ

21 g/21lr

COACP)KHMOI'0 YIIAKOBKH ‘

According to the requirements. Not less than
20 g/ B cooTrBeTcTBUM ¢ TpeboBaHUAMH. He
meHee 20 T

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoaykT cooTBeTcTBYeT TpeboBanuaM HJJ

Conclusion : APPROVED /
3axkmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITonrorosneno: Ramakant + Iposepeno: Santosh Kuma Onobpeno: Menemxep / PykoBoanTesnb
) Maurya : Manoj Kumar .
o) )h_,
A _ / L ([
Reprint Date / Reprint Date / Reprint Date /
Hara: 19.08.2024 Jara: 19.08.2024 Jarta: 19.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2929, Email: maii@drraddys.com

CIM: L851395AP1984PLCO04507
wwwv.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTUDPUKAT AHATTN3A

Product 2 Nise gel 1%,20 g

Hpoayscr: Haiiz"”, rens gns napyikaoro npumenelns 1%, 20 o

Market / Poinok

: Russia / Poceus

Batch No./ Batch Quantity / 57395.00 units /

1 V240561 :
Cepust Ne Pa3mep cepun 57395.00eannnu
Analytical Repog‘t No. / . 040002619243 Date of Analysis / . 19.08.2024
AHanuTHYecknii oTuer Ne Jara ananuza
Date of Manufacture / . 07/2024 Date of Expiry / . 06/2027
Harta npoH3BoAcTBA I'onen 1o
Mfg. License No. /
IIpousBoacTBeHHas : MINB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT-RU)
JHueH3us No

Analysis performed according ND No / Ananu3 nposeged no HJ Ne: JITI-Ne(001198)-(PT"-RU)-290323

4

pH

53

4.6t0 6.0 /0T 4,6 10 6,0

Related substances /PogcTBeHHBIE IPUMeECH

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

3) Impurity C / [Ipumecs C
4) Impurity D / IIpumecs D

5) Impurity E / [Ipumecs E

6) Impurity F / I[Ipumecs F

7) Highest Unknown
Impurity / Enuanunas
HeuJIeHTH UL POBaHHA
A NPUMECh

Below LOD (LOD = 0.02 %) / Huxe
npenena obuapyxenus (I10 = 02 %)

Below BDL (BDL~= 4149) / Huxe nopora
peructpanuu (I1P=4149)

Not detected / He oOHapyxeHa

Below LOQ (LOQ = 0.06 %) / Huxe
Mpezea KOJIMYECTBEHHOTO ONpeAeNICHHS
(IIKO = 0.06%)

Not detected / He oOHapy»x«eHa

INot detected / He obHapyxeHa
Below BDL (BDL= 4149) / Huxe nopora
peructpanuu (I1IP=4149)

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 6o1ee 0,2 %
4) Not more than 0.2 % / ve 6onee 0,2 %

5) Not more than 0.2 % / He 601¢ee 0,2 %

6) Not more than 0.2 % / e 6onee 0,2 %
7) Not more than 0.2 % / He 60nee 0,2 %

Remarks : The Product conforms to ND/

Ipnmenamme: ITponyr soorporernyor Tpobonarmism HIQ

Conclusion : APPROVED /
3armortenier QJOBPEHO

Prepared by /

o .
P

[Moarorosneno: Ramakant ¢
A
J}ﬁ

Checked by /
Iposepeno: Santosh Kumar
Maurya

Approved by: Manager/Executive /
Onmo6peno: Menemxep / Pykopoautens

Manoj Kumar . @w J
Uy i B

e

Reprint Date /
Hara: 19.08.2024

Reprint Date /
Hata: 19.08.2024

Reprint Date /
Jara: 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@drreddys.com
CIN: L85195AP1584PLC004507

www.drreddys.com




Dr.Reddy’s €5¢

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

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

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJTIU3A

Product = Nise gel 1%, 20 g
Mpoaysr: Haiis™, renp ans 1

apysHoro npumenenns 1%. 20 r

Market / Poinok

: Russia / Poccus

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

Cepusi Ne ) Pasmep cepun " 57395.00eamuun
Analytical Repo:‘t No./ . 040002619243 Date of Analysis / . 19.08.2024
AnanuTHyecknii oTyer Ne Jarta anajusa

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

Jlara npoussoacTea I'omen xo

Mfg. License No./

HponssoacrBeHHast : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT-RU)
JIHLEeH3H S No

Analysis performed according ND No / Ananu3s nposeney no HJI Ne: JITI-Ne(001198)-(PI'-RU)-290323

8) Total impurities /
Cymma npumeceit

Below LOQ / Huxe npenena
KOJIHUECTBEHHOTO ONpeeNeHUs

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

6 Microbial contamination / Mukpo6uosoruyeckas 4ucTora*

KU3HECTIOCOOHBIX
a’pO6HBIX
MHKPOOPraHU3MOB
‘Total combined
yeasts/molds count /

Total aerobic microbial
count / O0I11ee KOJIHYECTBO

Ob1ee 4KCIO APOAOIKEBBIX
1 TIIECHEBBIX TPUOOB
Pseudomonas aeruginosa

Staphylococcus aureus

Less than 10 CFU/g/
Menee 10 KOE/r

Less than 10 CFU/g/
Menee 10 KOE/r

Absentin 1 g/ OtcyrcTByeTB 1T

Absent in 1 g/ OrcyrctBYeT B 1T

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/ OtcyTcTBUE B 1 T

Absent in 1 g/ OtcyrcTBUe B 1 T

~

onpeaejenue

Assay / KonmnuecTBeHHOE

10.24 mg/ 10.24 mMr

9.0t0 11.0 mg of C3H2N205S (nimesulide)_ i

er 1 g of the product. /

O1 9.0 no 11,0 mr C3H12N205S (HuMecynun)

B 1 r npenapara

Remarks : The Product conforms to ND/
Mpumeuanue: TTponykT cooTrReTeTRYET TREOORAHNUAM HJT

Conclusion : APPROVED /
Jakminuenue: OJIOBPEHO

Prepared by /

INoarorosneno: Ramakant '*' [TposepeHo: Santosh Kumar
2 Maurya

Checked by /

ol

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoanresib

Manoj Kumar \?hj&uﬂ
/175 L

Reprint Date /
Jara: 19.08.2024

Reprint Date /
Jara: 19.08.2024

Reprint Date /
Hara: 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 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com
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Dr. Reddy's Laboratories |td.
Formulaticn Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A

Product = Nise gel 1%, 20 g

Market / Poinok

Ipoaykr: Haiis®, rens ans HapyxHoro npumenenns 1%, 20 r
\ py p

: Russia / Poccust

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

Cepus Ne ’ Pasmep cepnu " 57395.00eqnHun
Analytical Repovrt No./ . 040002619243 Date of Analysis / . 19.08.2024
AHaanTHYecKmii oTueT Ne HAara ananusa B

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

Jara npoussoacrsa T'ogen no

Mfg. License No. /

IIpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT-RU)
JHUeH3us1 No

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

Package / YnakoBka

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

[To 20 r B TYOY W3 AAMHHHPOBAHHOTO amoMuHNA, cHabxenHyio Mem0Opanoii ans

KOHTPOs mepBoro Bekpbitust. [To 1 TyGe B mauky KapToHHYIO ¢ UHCTPYKUIE 1o

MIPUMEHEHHIO (JIHCTKOM-BKJIA/IBIIEM ).

* 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./

* TIpOBOAMTCS MPOU3BOAUTENEM MIPH BBIMYCKE MIEPUOANYECKH (C HHTEPBAJIOM B OIHO UCTIbITaHHe Ha 20 cepuil WM He meree 1
pasa B roxn). [Tokasarens MOXeT GBITh HE BKIIOUEH B CEPTHGHKAT aHaM3a QHPMBEIL.

API name (INN) / A®C (MHH):

Nimesulide / Humecynun

API manufacturer batch number /
Homep cepun npouspoautens ADC:

NMS-1A-243009

FP Manufacturer API Batch number /
Homep cepun cyGcTannun npoussoaurens I'JId:

FERA00251

API Manufactured by & country /
IIpouzsoaurtens ADC, cTpaHa:

Mangalam Drugs and Organics Ltd., India /
Masnranam Jlpars suy Opranukc JIta., Uaaus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumenoBanue, anpec H HoMep JHIEH3HH
IUIOIIAMKH, OCYILHECTBIIAIOIICH

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.

Solan (HP) 173205, India (License No MNB/05/263) /

Remarks : The Product conforms to ND/
Ipumeuanne: [IpoaykT coorBeTcTBYET Tpebopanusam HJJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: Ramgakant _r ITpoeepeno: Santosh Kumar Onobpero: Menemkep / PykoBoaurens
e - | Maurya (;( Manoj Kumar
l\ ,:u,/ ry A ]
Reprint Date / Reprint Date / Reprint Date /
Hara: 19.08.2024 Jara: 19.08.2024 Jara: 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 4300 2999, Email: maii@drreddys.com
CIM: L85195AP1584PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories {.td.
D R , ‘..0 Formulaticn Unit-6
[ : i
Vill. Khol, Nalagarh Road, Baddj,
r‘ eddy s '. Distt. Solan, H.P., 173 205, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJTU3A

Product < Nise gel 1%, 20 g
Hpoaykr : Haiiz®, rens ans HapyxHoro npumerenus 1%, 20 r

Market / Puinox : Russia / Poccus

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

Cepus Ne ) Pa3mep cepun " 57395.00eguHHI

Analytical Repo“rt No. / . 040002619243 Date of Analysis / . 10.08.2024

AHajguTHYecKnii oTyeT Ne JlaTta anannza ]
Date of Manufacture / . 07/2024 Date of Expiry / . 06/2027

JlaTa npoH3socTBa Topen go

Mfg. License No. /

IIpou3sBoJacTBeHHAS : MNB/05/263 MA number: / Homep PY : JIII-Ne(001198)-(PI'-RU)

JHIeH3Hs Ne
Analysis performed according ND No / Ananus nposeaex no HJI Ne: JITI-Ne(001198)-(PI'-RU)-290323

ITpousBoJCTBEHHOE Moapa3neneHue-6, Bumnamk Kxons,
Hanarapx Poya, bagnu, Conan ductpukr, X.I1. 173205, Uuaus
(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
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».

3akmrouenne o cooTBeTcTBUHU: «HacTosmum s NOATBEpXKAAl0, YTO NMPHUBEACHHAs Bblle MHGOpPMaLUs ABIAETCS
JOCTOBEPHON M TOYHOM. DTa cepus MPOAYKLMM NMpOM3BeAeHa (BKINOUYAs YNAKOBKY (MapKMpOBKY) M KOHTDONb
KayecTBa) Ha BBIIICYKa3aHHOW MPOM3BOACTBEHHON IUlomanke (MI0OINAAKaX) B IIOJIHOM COOTBETCTBMU C
TpeboBanusmu [paBuii Haanexaiueif MPOM3BOJCTBEHHOW NpakTHKH EBpasuiickoro sxoHoMHu4eckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centabps 2022) u TpeboBaHUSIMH KOHTPOJIA KAYECTBA JIEKAPCTBEHHEIX CPEJICTB,
a TaKkke B COOTBETCTBHUU CO CHelUPUKAIMIMU, COACPXKALUMUCA B PETUCTPALIMOHHOM JIOChE CTPaHLI-MMIIOPTEpA.
3anucu 1o NMPOU3BOACTBY, YIIAKOBKE H aHANU3Y MIPOBEPEHE], H YCTAHOBJIEHO HX COOTBETCTBHE TpeboBaHuam [IpaBui
Ha/iexxaliel Ipou3BOACTBEHHON NpakTHKU EBpa3suiCcKOro 3KOHOMUYECKOTO COKO3a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumevanne: [Tponyxr coorBercTBYET TpeboBanusaM HJI 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[Toarorosneno: Ramakgnt IIposepeno: Santosh Kumar Onobpeno: Menemxep / PykoBoauTenb
I.-'_. U“‘ Q; Maurya @' Manoj Kumar rw

Reprint Date / Reprint Date / Reprint Date /
Hata: 19.08.2024 Hara: 19.08.2024 Hata: 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@drreddys.com
CIN: L85195AP1984PLC0O04507
www.dreddys.com





