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CERTIFICATE OF ANALYSIS

Dr. Raddy's Laboratories Ltd.
Eormulation Unit-6

Vil €hol, Malagarh Road, Baddj,
Distt. Solan, H.2, 173 205, iNDIA
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CEPTU®UKAT AHAJIU3A

Product : Nisc gel 1%, 20 g
Ipoaykr: Haiiz, rens nis HapyxHoro npuMenenus 1%, 20 r

Market / Peinok : Russia / Poccust

Batch No./ . V250134 Batch Quantity / . 58000.00 units /

|Cepust Ne ) Pasmep cepuu " 58000.00exunni

Analytical Repovrt No./ . 040002831583 Date of Analysis / . 05.03.2025

AnanutTHyeckuii oTyer No Jara ananusa

Date of Manufacture / . 02/2025 Date of Expiry / . 01/2028

JlaTa npoH3BoACTBA Topen go - B
Mfg. License No./

IIpousponcTBeHHast : MNB/05/263 MA number: / Homep PY  : JIIT-Ne(001198)-(PI™-RU)

JuieH3Ha Ne

Analysis performed according ND No / Ananu3 nposeact no H/I Ne: JITI-Ne(001198)-(PI'-RU)-290323

[Ne | Test / ITokazaTenn | Result / Pe3yabTaTh! Specification / Hopma |
1 | Appearance / Onucanue (Clear homogenous light yellow gel, free  Clear homogenous lighli
{from particulate matter / OqHOpPOAHBIN yvellow to  yellow gel, free from
MPO3PaUHbIA reJTb CBETIIO-KENTOTO 1BETa, particulate matter / OZHOpPOAHBIH NpoO3pavHbIA
[cBOOOHBIA OT TOCTOPOHHHX YACTHLL. reflb OT CBETJIO-XKENTOro A0 JKENTOro LBEeTa,
! ‘csoﬁom{mﬁ OT MOCTOPOHHUX YaCTHII.
2 Identification by HPLC / | Complies as prescribed / CootserctByer [The retention time of the main peak in the
Hnentuduranus (BIXKX) rpeboBanusM chromatogram of test solution should
correspond to the retention time of the main
| peak in the chromatogram of nimesulide
reference standard solution (section Assay). /
Bpems yAepiKMBaHHA OCHOBHOIO TMHKa Ha
XpomarorpaMme — HCIHLITYEMOTO  pacTBopa
ZIOJKHO COOTBETCTBOBATH BpPEMEHH
yAePXKHUBAHUS OCHOBHOT'O nuKa Ha
ixpOMaTorpaMMe pacTBOpa  CTaHIApPTHOTO
obpasia HUMECYJIHd (paznen
| - «KonuuectBeHHOE onpeaeneHne») ;
3 'Weight of package 20g/20r According to the requirements. Not less than |
contents Macca 20 g / B cootBercTBUM ¢ TpeboBaHuAmMHU. He
COAEPKUMOro YIIaKOBKH meHee 20 T
|
4 [pH | 49 - 4.6106.0/0T4,6 10 6,0
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeuanne: [Ipoaykr cootBeTcTBYeT TpeboBanusam HJI 3akmouenne: OJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosmeno: Ramaka \)Lk\ [IpoBepeno: Pardeep Kumar Onobpeno: Menemkep / PGLKOBOIIHTCJ‘IB
F‘&U}\. v Amit Kumar _—
Reprint Date / T\ Reprint Date / Reprint Date / \
Jara: 05.03.2025 Jara: 05.03.2025 JHara: 05.03.2025
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CEPTUDPUKAT AHAJIN3A

Product : Nise gel 1%,20 g
Ipoaykr: Haiiz®,

resb s HapyKHOro npumeHeHus 1%, 20 r

Market / Peinox

: Russia / Poccus

Batch No./ . V250134 Batch Quantity / . 58000.00 units /

Cepusi No ) Pa3smep cepnu " 58000.00eauHHIL
Analytical Rep0ft No./ . 040002831583 Date of Analysis / . 05.03.2025
ARaguTHYecKUH oTUeT Ne Jlara ananusza

Date of Manufacture / . 02/2025 Date of Expiry / . 01/2028

JlaTa mpouzBoaCTBA Togen xo

Mfg. License No. /

IIpou3zBoAcTBeHHAA : MNB/05/263 MA number: / Homep PY : JIII-Ne(001198)-(PI'-RU)
JnueH3us Ne

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

5 Related substances /PoacTBeHHbIE TPUMECH

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

3) Impurity C/ INpumecs C

4) Impurity D / IIpumecs D

5) Impurity E / Tlpumecs E

6)
7)

Impurity F / Ilpumecs F
Highest Unknown
Impurity / ExuHu4Has
HeHJeHTHhHUHPOBaHHA
s IPUMEChH

8) Total impurities /
CyMMa npumMecei

Not detected / He o6Hapy»xeHa

Below LOQ (LOQ = 0.04 %) / Huxe

npeznesia KOJM4YECTBEHHOrO ONpPeNeNICHHUS
TIKO = 0.04%)

Not detected / He oOHapy>xeHa

Not detected / He oOHapy>keHa
Not detected / He obHapyxeHa

INot detected / He 0OHapyXeHa

Below LOQ (LOQ = 0.1 %) / Huxe
npefena KONHUeCTBEHHOTO ONpe/leNICHHs]
(TTKO = 0.1%)

Below LOQ / Huxe npegena
KOJMYECTBEHHOTO ONpeeNeHUs

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

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

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

Microbial contamination /

6

MuxkpoGuojorayeckas YHCTOTa*

Remarks :

The Product conforms to ND/
IIpumeuanue: IIpoaykr cooTBeTcTBYET TpedboBaHusiM HT

Conclusion : APPROVED /
3axuouenue: OJIOBPEHO

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

IToxarororsueHo: Ramakam \)4&\ ITposepeno: Pardeep Kumar Onobpeno: Menemwiep / Pyskosoaureis
‘A =l— Amit Kumar N —

Reprint Date / Reprint Date / Reprint Date / |

Jara: 05.03.2025 Hata: 05.03.2025 Hata: 05.03.2025

Registered Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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CEPTUDUKAT AHAITU3A
Product : Nise gel 1%,20 g
TlpoaykT: Haii3™, resb aist HApY»XKHOTO NPUMEHEHHs 1%, 20 1
Market / Potnox : Russia / Poccus
Batch No./ Batch Quantity / 58000.00 units / ]
: V250134 H
Cepus N2 Pazmep cepun 58000.00eaunun,
Analytical Repourt No./ . 040002831583 Date of Analysis / . 05.03.2025
AHannTHYecKH il oTyeT No Jata ananusa
Date of Manufacture / . 02/2025 Date of Expiry / . 01/2028
JlaTa npou3BoacTBa TogeH g0
Mfg. License No. /
IlpoussoacTBeHHAast : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI'-RU)
JuueH3sus Ne
Analysis performed according ND No / Ananus nposeaen no HJL Ne: JITE-Ne(001198)-(PT'-RU)-290323

Total aerobic microbial
count / Obuiee KOJUUYECTBO

KH3HECTIOCOOHBIX Less than 10 CFU/g/ Not more than 10> CFU/g /

a3pOOHBIX Menee 10 KOE/r He 6onee 10* KOE/r

MHKPOOPraHU3MOB

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

O6111ee YHCIO APOAKIKEBBIX |
1 TIIeCHEBBIX TpUbOB

Pseudomonas acruginosa  Absent in 1 g/ OTcyTcTByeT B 1 T Absentin 1 g/ OrcyrctBue B 1 1
|
Staphylococcus aureus Absent in 1 g/ OtcyrerByeTB 1 T Absent in 1 g/ OtcyTcTBUEe B 1 T
7 Assay / Konmnuecreennoe | 10.30 mg/10.30 mr 9.0 to 11.0 mg of C13H2N20sS (nimesulide)
'I onpeaeieHue !per 1 g of the product. /

07 9,0 1o 11,0 mr Ci3H12N>O5S (Humecynun)
- B 1 r npenapara

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

[To 20 r B Ty6y M3 JTaMHHHPOBAHHOTO ANMOMHHUS, CHabXKEHHY0 MEMOpaHOM Iuis
KOHTPOJISI IEPBOTO BCKpbITHs. [T0 1 TyGe B mauKy KapTOHHYIO C HHCTPYKUHUEH MO
MpUMEHEHNIO (JIMCTKOM-BIUIAZBILIEM).

* 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./

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Ipogykr cootBeTcTBYET TpeboBanusaM HJJ 3axmodenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToproroeneHo: Ramakan ‘}&“ ITposepeno: Pardeep Kumar Onobpeno: Meremkep / PykoBoaUTE b

&\N e =il Amit Kumar {\" e
Reprint Date / \,..-F\/ Reprint Date / Reprint Date / {
Jarta: 05.03.2025 Hata: 05.03.2025 JHata: 05.03.2025

Registered Cffice: 8-2-257, Road ilo. 3, Banjara Rills, Hyderabad - 500034, Telangana, India

Tal: 51 40 4900 2209 - 101 20 2900 2899, Emiails mail@drraddys.com
Cin: LR5195AP1984PLCOCA507
waw.drreddys.com




Dr.Reddy’s Q’.'

-
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CEPTU®UKAT AHANU3A

Product z Nise gel 1%, 20 g
| Mpoaykr: Haiis®, rens a1s HapyxxHoro npumeHenus 1%, 20 r

Market / Prinok : Russia / Poccus

Batch No./ . V250134 Batch Quantity / . 58000.00 units /

Cepus Ne ) Pa3mep cepun * 58000.00eguHuLI
Analytical Repovrt No./ . 040002831583 Date of Analysis / . 05.03.2025
AuaauTHiecknii oryet Ne Jdara anaanza

Date of Manufacture / . 02/2025 Date of Expiry / . 01/2028

JlaTa npou3BoACTBA I'ogen go

Mfg. License No. /

IlpouseoAcTBeHHAA : MNB/05/263 MA number: / Homep PY  : JIIT-Ne(001198)-(PI'-RU)
Jnuensns Ne

Analysis performed according ND No / Anann3 nposeaen no HI Ne: JITI-Ne(001198)-(PI'-RU)-290323

* [IpOBOMTCS MPOU3BOAUTENEM TPH BEILYCKE MEPHONHUECKH (C HHTEPBATIOM B OJHO MCTIbITaHHe Ha 20 cepuil Wil He MeHee 1
paza B ron). [lokasarens MOXeT ObITH He BKJIFOUEH B CEPTU(HKAT aHaNH3a GUPMBL.

API name (INN) / A®C (MHH):

Nimesulide / Humecynun

API manufacturer batch number /
Homep cepun npoussoautesa APC:

MS-1A-243030-M1

FP Manufacturer API Batch number /
Homep cepun cy6cTtanuun npoussoantess I'JIMD:

FERAO00716

API Manufactured by & country /
IIponssoaurenr ADC, cTpana:

Mangalam Drugs and Organics Ltd., India /
Matranam [dpars sua Opranukc JIta., MHaus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumeHnoBaHHe, aipec 1 HOMep JIHLIEH3HH
IJIOLIAAKH, OCYIIeCTBIAOLIeH

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (License No MNB/05/263) /
[Mpou3BoACTBEeHHOE NoApasaeneHue-6, Bumnamk Kxorb,
Hanarapx Poyn, Banau, Conan ducrpukr, X.I1. 173205, Uuans
(JTunensus 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».

Remarks : The Product conforms to ND/
Ilpumeuanue: [Ipoaykr coorBercTByeT TpeboBanusam HJL

Conclusion : APPROVED /
3axmouyenne: OJOBPEHO

Prepared by / Checked by /

Approved by: Manager/Executive /

Jara: 05.03.2025 JHara: 05.03.2025

IMoarorosneno: Ramakant M IIpoBepeno: Pardeep Kumar Onobpeno: Meneaxep / PVE\/OBOJIIITCHB
@. - ~f Amit Kumar IF\ ;
Reprint Date / L Reprint Date / ' Reprint Date / \

JlaTa: 05.03.2025

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: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUDPUKAT AHAJITU3A
[Product : Nise gel 1%,20 g
INpoxyxr: Haiiz®, resib s HapysxHoro npuMerenns 1%, 20 r
Market / Poinok : Russia / Poccus
Batch No./ Batch Quantity / . 58000.00 units /
1 V250134 g

Cepus N2 Pazmep cepun 58000.00eanHmnL |
Analytical Repourt No./ . 040002831583 Date of Analysis / . 05.03.2025
Anannruuecknii otuet Ne JlaTa anaJin3a
Date of Manufacture / . 02/2025 Date of Expiry / . 01/2028
Jara npouspoacrsea TopeH no |
Mfg. License No. / ]
IIpousBoicTBeHHast : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT-RU)
nuueH3uA Ne |

Analysis performed according ND No / Anamis nposeten no HJI Ne: JITT-Ne(001198)~(PT-RU)-290323

Bakarouenne 0 cooTBeTcTBHH: «HacToAUMM 5 MOATBEIK /a0, YTO NpHBEJEHHas BbllIE WHPOPMALIUS SBIAETCS
JOCTOBEPHO# M TOYHOM. DTa cepus MPOIYKLMH NpOHM3BeleHa (BKII0OYAs YNakoBKY (MapKHPOBKY) W KOHTPOJb
KauecTBa) Ha BhIIEYKA3aHHONW MPOM3BOACTBEHHOH Iuiomaake (IJOWAnKaXx) B TIOJHOM COOTBETCTBHHM C
TpeGopanusamu [lpaBun Hammexaweil NpoM3BOACTBEHHOM npakTHku Eppasuiickoro sxoHomuueckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsiOops 2022) u TpeGOBaHUAMH KOHTPOJIs Ka4eCcTBa JI€KapCTBEHHBIX CPEACTB,
a TaKXkKe B COOTBETCTBUH CO ClielUUKALUAMH, COJACPKALUMUCA B PETUCTPALIMOHHOM JIOChE CTPaHBI-UMIIOpTEpA.
3alKCH 110 MPOU3BOJICTBY, YIAKOBKE M aHAIU3Y [POBEPEHB, 1 YCTAHOBIIEHO MX COOTBETCTBHE TpeboaHuaM I1paBu
HajJIexallei POU3BOJCTBEHHOHN NpakTUKH EBpa3suiickoro 3KoHOMHYECKOTO CO03a.

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

ITpumedanue: [IpoaykT cooTBeTcTBYET TpeboBaHusaM HJT 3axiouenue: OJOBPEHO

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

IMToxrotoBneno: Ramakan ‘}J— [Tpoeepeno: Pardeep Kumar Onobpeno: Menemiep / Rykooauresnb
@u\ A | . Amit Kumar e~

Reprint Date / \” Reprint Date / Reprint Date / '

Hara: 05.03.2025 Hata: 05.03.2025 Hara: 05.03.2025

_20

Registered Office: 5- 7, Pead Mo, 3, Banjara Hills, Hyderabad - 500034, Telangana, India
) Tol: +071 40 4200 2000, Fax: +91 20 4900 2899, fmaik: mail@drreddys.com
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