° Dr. Reddy's Laboratories 1td.
g Formulation Unit-6
Dr. Reddy’s ‘... Vill. Khol, Nalagarh Road, Baddi,
3 Distt. Solan, H.P., 173 205, INDiA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIN3A
Product: Nise gel 1%, 50 g N
Mpoayxr: Haiis¥, ress anst HapyxHoro npumenenus 1%, 50 r
Market / Poinox : Russia / Poccust
Batch No. / . V240912 Batch Quantity / . 23530.00 units /
Cepus Ne ) Pa3zmep cepuun " 23530.00eauHHILL
Analytical Repovrt No./ . 040002768333 Date of Analysis / . 26.12.2024
| AHanuTHYecKHi 0TueT No |MaTa anasnuza -
Date of Manufacture / . 12/2024 Date of Expiry / . 11/2027
JlaTa npos3BOACTEA I'osen no
Mfg. License No. /
I1pousBoacTBeHHAsN : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT-RU)
Junuenzns Ne
Analysis performed according ND No / Anajus nposeaen no HJL Ne: JITI-Ne(001198)-(PI'-RU)-290323

Ne | Test/ Mokasares | Result / PesyibTaTh! Specification / Hopma

1 Appearance / Onucanue Clear homogenous light yellow gel, free  Clear homogenous light
from particulate matter / OnHOpPOIHBIIH yellow to  yellow gel, free from
IPO3pauHbIif reJlb CBETINO-KENTOrO liBeTa, particulate matter / OHOPOAHBIH MPO3PaUHBbIil

[cBOGOHBIH OT MOCTOPOHHUX YacTHLL. rejib OT CBETJIO-XENTOr0 N0 XKEATOro LBera,

J ; ' cBOOOMHBIH OT IOCTOPOHHHUX YaCTHL.
2 Identification by HPLC / | Complies as prescribed / CooTercTByer The retention time of the main peak in the
[ApeaTudnxaumuna (BIXKX) rpebopanusim ichromatogram of test solution should

| correspond to the retention time of the main
peak in the chromatogram of nimesulide
%Teference standard solution (section Assay). /
Bpemst ynep)KUBaHHS OCHOBHOI'O Muka Ha
XpoMaTorpaMMe  HCIBITYEMOrO  pacTBopa

NOJDKHO COOTBETCTBOBATH BpEMEHH|
yIepKUBaHUs OCHOBHOI'O n1Ka Ha|
XpoMaTorpaMMe  pacTBoOpa CTaH}lapTHOFO‘
| obpazia HUMECYNUAa (pazzmen
| «KoJ1114eCTBEHHOE ONPELCIICHHED) -
3 Weight of package : S1g/5lr |According to the requirements. Not less than
|contents Macca i 50 g / B cooretcrBun ¢ TpeGoBanuamn. He
[cOAEepPKMMOT0 YIAKOBKH meHee 50 T
4 |pH 5.7  4.6106.0/0714,6 1060
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IponykT cooTBeTcTByeT TpeboBanuam HJJ 3axmouenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Tonroroeneno: Pravesh Rana ITposepeno: Santosh Kumar Ono6peno: Menemxep / Pykopoaurens
Maurya ‘ Amit Kumar N B
Reprint Date / Reprint Date / Reprint Date / !
Hara: 26.12.2024 Hata: 26.12.2024 Hara: 26.12.2024

Registered Office: 8-2-237, Road No. 3. Banjara Hills. Hyrderahad - 500034, Telanpana India
Tei. +81 40 4900 2900, Fax: +91 40 4900 2999, Ernail: maii@drreddys.com
CIN: L.85195AP1954PLC004507
wwwe.drreddvs.com




Dr.Reddy’s ‘;‘

Dr. Reddy's Laboratories Lid,
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product: Nise gel 1%, 50 g
Ipoayxr: Haiiz®, rens mnist HapyxHoro npumeHenus 1%, 50 r

Market / Puinox

: Russia / Poccus

Batch No./ . V240012 Batch Quantity / . 23530.00 units /

Cepusn Ne ’ Pasmep cepun © 23530.00equnuy

Analytical Repourt No./ . 040002768333 Date of Analysis / . 26.12.2024

Ananurudeckuii oTyet Ne JaTa aHanau3a -
Date of Manufacture / . 12/2024 Date of Expiry / . 11/2027

JaTa npou3BoJcTBa ~ |T'ogen no

Mfg. License No. /

IpoussoacreeHHas : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI'-RU)
JHOeH3nsaA Ne

| Analysis performed according ND No / Ananus uposenen no H/I Ne: JITI-Ne(001198)-(PI'-RU)-290323

5

Related substances /PoacTBeHHbIE IpUMeECH

1) Impurity A / ITpumecs A
2) Impurity B / IIpumecs B
3) Impurity C / Ilpumecs C

4) Impurity D / Ilpumecs D

5) Impurity E / Ilpumecs E

6) Impurity F / [Ipumecs F

7) Highest Unknown
Impurity / EnuHndHas
HeuAeHTHQHLUMpOoBaHHA
s IpUMeECh

8) Total impurities /

Cymma npuMeceit

Not detected / He oOHapyxeHa

0.04%

Below LOD (LOD =0.01 %) / Huxe
npenena ooHapyxenus (110 = 0.01 %)
Below LOQ (LOQ = 0.06 %) / Huxe
npejena KOMHYeCTBEHHOrO ONpeeNIeH s
(TTKO = 0.06 %)

0.08%
Not detected / He 0OHapyxeHa
Below LOQ (LOQ = 0.1 %) / Huxe

npeﬂena KOJIMYECCTBCHHOI'O OHpCI[eIICHHﬂ
(TIKO = 0.1 %)

0.1%

1

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

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

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

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

Remarks : The Product conforms to ND/
I pumeyanue: [TponyxT coorBeTcTBYET Tpebosanusam HJJ

Conclusion : APPROVED /
3akawouenue: OJJOBPEHO

Prepared by /
IToarorosieno: Pravesh Rana J

o

Checked by /
IMposepeno: Santosh Kumar
Maurya

Approved by: Manager/Executive /
OnobpeHo: Menemxep / Pykooaureinn
Amit Kumar '

i

Reprint Date /
Jlara: 26.12.2024

Reprint Date /
Hara: 26.12.2024

Reprint Date/ |
Hara: 26.12.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tei: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddvs.com

CIN: L.85195AP1984PLC0O04507
wwvv.drrecddys.com




Dr. Reddy's Laboratories Ltd.
) ".0 Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Dr. Reddy s °. Distt. Solan, H.P., 173 205, IND{A

Tel : +91 98166 56001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Product: Nise gel 1%, 50 g
TIpoaykr: Haitz"™, rens nis Hapyxuoro nmpuMerenns 1%, 50t

Market / Poinok : Russia / Poccus

Batch No./ . V240912 Batch Quantity / . 23530.00 units /

Cepusa Ne : Pazmep cepuu © 23530.00exqunun

Analytical Repourt No./ . 040002768333 Date of Analysis / . 26.12.2024

AHanuTudeckHii otuer Ne Jlara aHanuza -
Date of Manufacture / . 12/2024 Date of Expiry / . 11/2027

Jata npoM3BoacTBa I'ogen g0

Mfg. License No. /

IIpon3BoacTBEHHAsR : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI'-RU)
JuueH3ns N

| Analysis performed according ND No / Ananu3 nposeaen no H/L Ne: JITT-Ne(001198)-(PI'-RU)-290323

6 Microbial contamination / Mukpo6Hosornyeckas 4HcToTa*

Total aerobic microbial
count / Ob111ee KOTHYECTBO
HKM3HECTIOCOOHBIX NA Not more than 10> CFU/g /

a3pOBHBIX | He 6onee 10 KOE/r

MUKpPOOPraHN3MOB !

Total combined ' NA Not more than 10! CFU/g /

yeasts/molds count / He Gonee 10' KOE/r

O611iee YUCIIO IPOXKIKEBBIX |

U MJIECHEBBIX TPUOOB

Pseudomonas aeruginosa NA %Absent in1g/ OtcyrctBHe B 1 T

[Staphylococcus aureus NA Absent in 1 g/ OtcyrcTBHe B 1 T -
7 Assay / KoiinuecTBeHHOe 10.04 mg/ 10.04 mr 9.0 to 11.0 mg of C13H12N>OsS (nimesulide)

omnpesesicHHe per 1 g of the product. /

Ot 9,0 5o 11,0 mr C13H12N,0sS (Humecynun)
8 1 r npenapara ]
8 Package / YnaxkoBka 50 g in a laminated aluminum tube equipped with tamper-evident membrane. 1 tube and
patient information leaflet (package insert) in a carton. /

[To 50 r B Ty6Y M3 TAMUHHPOBAHHOTO aIOMUHMUS, CHAOXKEHHYIO MEMOPaHOH A

KOHTpOJIst TepBoro BCKpbITHS. 1o 1 TyOe B mauky KapTOHHYIO C HHCTPYKUMEN IT0
MpUMEHEHHIO (JIMCTKOM-BK/aIBbILIEM).

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

IIpumeuanue: ITpoaykr cootBeTcTBYET TpeboBaHusaM HJI 3akaouenne: OJOBPEHO

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

[TonrorosneHo: Pravesh Rana IMposepeno: Santosh Kumar Onobpeno: Menepkep / PykoBoautenb
| Maurya % Amit Kumar \' - i':'_

Reprint Date / Reprint Date / Reprint Date / '

Hara: 26.12.2024 ara: 26.12.2024 Hata: 26.12.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tol. +91 40 1900 2900, Fas. +91 4C 49300 2999, Cinail. inail@ditcdidvs.com
CIN: L85195AP1954PLCO04507
wiyve drreddys.com




Dr.Reddy’s ‘

Dr. Reddy's Laboratories Lxd.
Forrnulation 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

CEPTUD®UKAT AHAJIU3A

Product: Nise gel 1%, 50 g
| Mpoaykr: Haits™, resb 115 HapyHOTo npuMeHenus 1%, 50

Market / Puinok : Russia / Poccus

JuueH3ust Ne |

Batch No./ . V240012 Batch Quantity / . 23530.00 units /

Cepusi Ne ) Pa3mep cepuu © 23530.00eauunn

Analytical Repovrt No./ . 040002768333 Date of Analysis / . 26.12.2024

AnanutTudeckuii oruet No ~ JlaTa aHanu3sa ]
Date of Manufacture / . 12/2024 Date of Expiry / . 112027

Jarta npoy3BoaCTBA ~ |T'open o B
Mfg. License No. /

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

Analysis performed according ND No / Ananus nposenen no HJI Ne: JIIT-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./

* TIpOBOAMTCS NPOM3BOIMTENEM [IPH BBITYCKE NEPHOAUHECKH (C HHTEPBANOM B OJHO HCMbITaHke Ha 20 cepuil K He MeHee 1
pasa B roa). Ilokazatenb MOxkeT GBITh He BKJIFOUEH B CepTHAHKAT aHamnu3a GHpMBL.

API name (INN) / A®@C (MHH):

Nimesulide / Humecyaun

API manufacturer batch number /
Homep cepum npoussoaurenn ADC:

NMS/14100698

FP Manufacturer API Batch number /
Homep cepuun cy6ctannuu npouzpoguteas I' JIdD:

FERA00618

API Manufactured by & country/
IlponszBoautens ADC, cTpana:

Aarti Drugs Ltd., India /
Aaptu Hdparc JIta., Unaus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumeHoBaHHe, apec H HOMEP JHHEH3HH
IUIOLUAKH, OCYLIeCTBIAIOLI e

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (License No MNB/05/263) /
[Tpou3BoacTBEHHOE MopazaeneHue-6, Bunnamx Kxoms,
Hanarapx Poyn, Bannu, Conan Juctpukr, X.I1. 173205, Muaus
(JTunenzust Ne MNB/05/263)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of
product has heen mannfactured, inclnding packaging/laheling and quality contral at the ahove mentioned sife(s) in
full compliance with the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/00554-2022 dt.

Remarks : The Product conforms to ND/
IMpumeuanue: [IponykT cooTBeTcTBYET TpeboBaHusM H ]

Conclusion : APPROVED /
3axawouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToxrorosiyieno: Pravesh Rana I1poBepeno: Santosh Kymar Ono6peno: Menemxkep / PykoBoaurenb
' Maurya g Amit Kumar ) e
/ : ({x(‘ S
Reprint Date / Reprint Date / Reprint Date /
Jara; 26.12.2024 Jara: 26.12.2024 Hara: 26.12.2024

Registered Office: §-2-237, Road No. 3, Eanjara Hills, Hyderabad - 560034, Telangana, india
Tef. +91 40 4900 2900, Fax: +91 40 4300 2929, Emnail: maii@drreddvs.com
CIN: L85195AP19S4PLC0O04507
wwvy drreddys.com




Dr. Reddy's Laboratories Ltd.
“' Formulation Unit-6
Y . Vill. Khol, Nalagarh Road, Baddi
Dr‘ Reddy S @ Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
vaww.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHUO®UKAT AHAJIU3A

Product: Nise gel 1%, 50 g
Ipoaykr: Haiiz™, reas anst Hapy)xHoro mpumeHeHusi 1%, 50r
Market / Pbinok : Russia / Poceus
Batch No. / . V240912 Batch Quantity / . 23530.00 units /
Cepus Ne ) Pa3smep cepun " 23530.00eanunu
Analytical Repourt No./ . 040002768333 Date of Analysis / . 26.12.2024
AHaauTHdeckKHid oTueT No JlaTa ananusa -
Date of Manufacture / . 12/2024 Date of Expiry / . 11/2027
JlaTa npoH3BoACTBA I'ogen mo
Mfg. License No. /
I[IponsBoacreeHHas : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT-RU)
Jaunensust Ne

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

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 thelr
compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

3akaioueHHe 0 cooTBeTcTBHH: «HacTosIMM A NOATBEPXK/At0, YTO NMPUBEAEHHAs BblIE MHPOPMALIUA SBISETCSA
JOCTOBEPHOH M TOYHOW. DTa cepHs MPOAYKUHH TpoU3BeAcHA (BK/tOYas YNaKoOBKY (MapKMPOBKY) U KOHTPOIb
KayecTBa) Ha BLIIEYKA3aHHOMW MPOHM3BOACTBEHHON Mmiomajake (Mollajkax) B MOJHOM COOTBETCTBUH C
Tpe6opannsamu [lpaBun Haanexaiueil Mpou3BOACTBEHHOHN NpakTHKW EBpasuicKoro skoHoMHYecKoro cotoza (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents16ps 2022) u TpeboBaHUAMU KOHTPOJIA KaYE€CTBA JIEKAPCTBCHHBIX CPE/ICTB,
a TaKXe B COOTBETCTBUHU CO CHELM(PUKALMIMHU, COAEPIKALIMMHUCA B PETUCTPALIMOHHOM [0ChE CTPaHbI-UMIIOpPTEPA.
3anucH 1Mo NpOU3BOJCTBY, YIIAKOBKE M aHANHM3Y MPOBEPEHE], M YCTAHOBJIEHO MX COOTBETCTBUE TpeboBaHuaM IIpasun
HaJexaliei Mpou3BOACTBEHHOM NMpakTUKKU EBpaznicKoro 3KOHOMUYECKOTO COH03a).

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

Ipumeuanue: [Iponykr cootBeTcTBYET TpeboBanusam HJI 3aknwuenne: OJJOBPEHO

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

IMonrorosnexo: Pravesh Rana ITpoBepeHo: Santosh Kymar Onobpeno: Menemxep / P) r\oaonurenb
i Maurya @ Amit Kumar / i :_,,_——-f

Reprint Date / Reprint Date / Reprint Date / '

Hara: 26.12.2024 Hara: 26.12.2024 Hara: 26.12.2024

Registered Office: 8-2-227, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangang, india
Tek: +91 40 4900 2900, Fox: +91 4C 4900 2999, Email: mail@drreddys.com
CIN: 1.85195AP1954PLC004507
wwvdrreddys.com




