Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIU3A

[Product : Niselat® (Amtolmetin guacil) film-coated tablets, 600 mg/
Mpoayxr: Haiizunat® (amroamernn ryamia) Tabaeriu, NOKPLIThIE NIEHOYHOI 000a04K0ii, 600 Mr

Market / Prinox : Russia / Poccus

o LoD N0 : B2500195 Batch Quantity / : 553.500 KG /553,500 KT
Cepusn Ne Pazmep cepun

Analytical Repovrt No. / + 2002FP25000152 Date of Analysis / : 30-01-2025
AHaTNTHYEeCKHH oTyeT No JaTa anaanza

Date of Manufacture / . 07-12-2024 Date of Expiry / . 30-11-2027

Jara nponssoacTea Toxen go

Mfg. License No. /

IIpousBoncreennas : 63/RR/AP/96/F/R MA number: / Homep PY  : JITI-Ne(004036)-(PT" -RU)
JIHLeH3HA No

Analysis performed according ND / Ananus nposeaesn no HI: JITI-Ne(004036)-(PI'-RU)-181223

Page 1 of 4/ Crp. 1 u3 4

1\;;'/ Test / Ilokazatens Result / PesyanTar Specification / Hopma

1 | Description / Onucanue White, capsule-shaped biconvex, | White to off-white, capsule-shaped biconvex, film-
film-coated tablets with | coated tablets with characteristic odour. /
characteristic odour. /'| KancynoBuaHsle IBOSIKOBBIITYKJIbIE TabneTkH,
KancynoBugurie MOKPHITBIE TICHOYHOM o6oJoukoit or Gemoro a0
JBOSKOBBIIYKJIBIE TabJIeTKH, | IOUYTH Gelloro UBeTa, C XapaKTEPHEIM 3aTAXOM.
TOKPBITHIE MNIEHOYHOHK 000I049KO
Genoro 1mpeTa, C XapakTepHBIM
3amaxom.

2 | Identification/ IToagHHHOCTE Complies as prescribed/ The retention time of the main peak in the

CooTBercTRYyET TpeboBaHUAM chromatogram of'test solution should correspond to the
retention time of the main peak in the chromatogram
of amtolmetin guacil standard solution (section
«Assay»). / Bpems ynep»HBaHHs OCHOBHOTO NMHKA Ha
XpOMaTOrpaMMe HCHBITYEMOIO DPACTBOpPA IOJKHO
COOTBETCTBORATh BPEMEHH YAEPXUBAHUA OCHOBHOTO
NHKa Ha XpOMarorpaMMe CTaHIAPTHOIO pacTBOpa
aMTONMETHH ryauuna (pazgen «KonudecTBeHHOE
OTIPENENICHHEY ).

3 | Average weight and uniformity of weight / Cpegnsisi Macca ¥ OAHOPOTHOCTD MO Macee

a) Average weight / 822.5mg/ 822,5 mr 820.0 mg + 5 % (from 779.0 mg to 861.0 mg) /
Cpennsas mMacca 820,0 Mr £ 5 % (ot 779,0 Mr no 861,0 mr)

b) Uniformity of weight / Complies as prescribed/ 18/20 tabs — not more than + 5 % /
OnHopoaHOCTE 10 Macce CooteercTByeT Tpe6OBaHHAM 2/20 tabs - not more than = 10 % /

18/20 tabn. — He 6onee £ 5 %
2/20 Tabn. — He Gonee + 10 %

Remarks : The Product conforms to ND / Opinion : APPROVED

Ilpameuanne: IIpoaykr cooteeTcTRYeT TpeGopamuam HJT 3akmoyenue: QJOBPEHO

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

D. Latha- Quality control- Team N.V. Krishna - Quality control- Team Ono6peno: Menemxep / Pykoonurens

Member _ Member x V. Prashanth - Quality G‘)wance- Team Member
Date / ata: 31-01-2025 Date / ata: 31-01-2025 Date / Jlara: 31-01-2025 |
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

fProduct : Niselat® (Amtolmetin guacil) film-coated tablets, 600 mg/

ITpoayxr: Haiisnaat® (amTonmernn ryanun) Tadneriu, NOKPLITHIE IVIEHOYHOii 0DogouKoii, 600 Mr

Market / Poinox : Russia / Poccns

et : B2500195 Batch Quantity / : 553.500 KG/ 553,500 KT
Cepus Ne Pasmep cepun

Analytical Repovrt No./ : 2002FP25000152 Date of Analysis / . 30-01-2025
AHaJnTHYeCKHIi oTyeT Ne Jarta ananuza

Date of Manufacture / . 07-12-2024 Date of Expiry / . 30-11-2027

JlaTa nmpousBoacTBA T'ogen go

Mfg. License No. /

Ilpon3BoacTBeHHAsN : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-Ne(004036)-(PT'-RU)
JHueH3ns Ne

Analysis performed according ND / Auaaus nposeaen mo HJI: JITI-Ne(004036)-(PI'-RU)-181223

Page 2 of 4/ Crp.2 n3 4

No./

Ne Test / IloxazaTens Result / Pezyabrar Specification / Hopma
4 | Dissolution / PacrBopenue Unit-1/ Ta6n.-1 91.8% Not less than 70 % (Q) of amtolmetin guacil label
. . o
Unit2/ Ta6n.2 91.9% claim after 180 min. / He menee 70% (Q) or
HOMMHAIIEHOTO COJCP/KaHHs aMTOJMETHH Tyalluna
Unit-3 / Ta6mn.-3 90.4% uepes 180 mun.
TTnit-4 / Tafn -4 Q0.7%
Unit-5 / Ta6in.-5 91.6%
Unit-6 / Ta6mn.-6 91.0%

5 | Assay/KoanyecrBennoe
onpeneneHne

101.4%/101,4%

90 % to 110 % of amtolmetin guacil label claim. / Or
90 % mo 110 % OT HOMHHANBEHOTO COACPIKAHHS
aMTOJIMETHH ryaluia.

6 | Related substances / Poacreennsie npumecu

AMT-1
OMP
AMT-2

Any individual unidentified
impurity/ Jlro6as enpHHuHAs

HCI/IZICHTI/I(I)PILH/IpOBaHHaﬂ NpHUMEChH

Total impurities / Cymma npumeceii

Less than LOQ (LOQ = 0.009%) /
Huxe npenena KONMHYECTBEHHOTO
onpeaenenusa (ITKO = 0,009%)

Not detected / He oGHapyxeHa

Less than LOQ (LOQ = 0.010%) /
Hisie mpemena KOMHYCCTBCINIOTO
onpeaenenus (ITKO = 0,010%)

0.01%/0,01%

Not detected / e oGHapyxeHa

Not more than 0.2% / He 6onee 0,2 %
Not more than 1.0 % / He 6onee 1,0 %
Not more than 1.5% / He 6onee 1,5 %
Not more than 0.2% / He Gonee 0,2 %

Not more than 3.0 % / He 6onee 3,0 %

7 | Uniformity of dosage units /
OxnopoxHOCTH AO3UPOBAHHA

3.2/3.2

The acceptance value (AV) should be less than or
equal to 15.0. / ITokazarens npuemiemoctu (AV)
JOIDKeH OBITh MEeHee Win paeeH 15,0.

Remarks : The Product conforms to ND /
Hpnmeqanne: ITpoaykr coorsercTByeT Tpebosanusam HIT

Opinion : APPROVED
3axmouenune: OJOBPEHO

Prepared by / TloaroToenexo:
D. Latha- Quality control- Team
Member

Checked by / Iposepeno:
N.V. Krishna - Quality control- Team

Member £

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosomureins
V. Prashanth - Quality Assurance- Team Member

Date / Tata: 31-01-2025

Date / [{ata: 31-01-2025

Date / Jlata: 31-01-2025 |




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

|Product : Niselat® (Amtolmetin guacil) film-coated tablets, 600 mg /
Tpoaykr: Haiisuaar® (amToamernn ryauni) Ta6aeTkn, NOKpPbIThie NIEHOYHOI 060/10uK0ii, 600 Mr

Market / Poinok : Russia / Poccus

patch'Noa/ : B2500195 Batch Quantity / : 553.500 KG /553,500 KT
Cepns Ne Pasmep cepuu

Analytical Repovrt No./ . 2002FP25000152 Date of Analysis / . 30-01-2025
AHaJIHTHYECKHH oTYeT No JlaTa ananausa

Date of Manufacture / . 07-12-2024 Date of Expiry / . 30-11-2027

JlaTa npoussoacTsa Tomen oo

Mfg. License No. /

IIpon3BoacTBeHHAs : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-Ne(004036)-(PI'-RU)
nuueH3us Ne

Analysis performed according ND / Ananns nposegen mo HJI: JIIT-Ne(004036)-(PT'-RU)-181223

Page 3 of 4/ Crp. 3 u3 4

No./
Ne

8 | Microbial limits* / MukpoGuoJsiornyeckast HucToTa*
a) Total aerobic microbial Less than 10 CFU/g/

count / Obmee 4ncnoO aspoGHBIX Menee 10 KOE/r
MHKPOOPraHH3MOB

b) Total combined yeasts and
mould count / O6imee yuco
JPOYXOKEBEIX U IUIECHEBEIX TPUOOB

c) E. coli

Test / IlokazaTenn Result / PesysnbTaT Specification / Hopma

Not more than 10° CFU/g /
He 6onee 103 KOE/r

Not more than 10? CFU/g /
He 6onee 102 KOE/r

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

Shall be absent in 1g/
OrcyrctBue B 1 r

Absent in 1g/
OtcyterByer B I

9 | Packaging / Ynakoska

10 tablets in a non-transparent
PVC/PVDC/Alu  foil  blister.
2 blisters and a patient information
leaflet in a carton. / Ilo 10

Tabnerok B Onucrepe  u3
HENpo3payHoit IBX/TIBOAX
TUICHKW/AMIOMUHUEBOH  donbru.

ITo 2 Gnucrepa ¢ HHCTPYKLHEH MO
TIPHMEHEHHUIO B Ma4Ky KAPTOHHYIO.

10 tablets in a non-transparent PVC/PVDC/Alu foil
blister. 2 blisters and a patient information leaflet in a
carton. / ITo 10 TabneTok B 61HMCTEpE 3 HENPO3paAYHOIA
IIBXAIBJIX rmneHkn/amoMuHueBoit ¢onsru. Ilo 2
6iucTepa ¢ MHCTPYKLHEH 10 MPUMEHEHUIO B MauKy
KapTOHHYIO.

10 | Labeling / Mapkupoeka According to ND / B cootBercTeuu ¢ HJJ
11 | Storage condition / Xpanenue Below 25 °C / Ilpu Temnepatype He Bhime 25 °C
12 | Shelflife / Cpox rognocTu 3 years /3 roma

* I1pu BBINyCKe JIEKAPCTBEHHOTO Ipenapara KOHTPOIIb Ka4ecTBa 10 T10Kka3arenio « MukpoGronoruyeckas YUCTOTAY IPOBOAMTCS IS Kaxknoi 20-0it cepuu,
WIIH JUTS OJHOM CEpUH B IO, B 3aBUCHMOCTH OT TOTO, YTO HACTYIHT PaHbIIE.

* When the drug product is released, the quality contro! for Microbiological Purity is performed for each 20th batch or for one batch a year whichever is
earlier.

Remarks : The Product conforms to ND /

IIpumeuanue: ITpoaykT coorBeTcTBYET TpeGoBanmsM HIT

Prepared by / IToarotosneHo: Checked by / IIposepeno:

D. Latha- Quality control- Team N.V. Krishna - Quality control- Team
Member Member )é.

Date / ata: 31-01-2025

Opinion : APPROVED

3axaouenune: ONOBPEHO

Approved by: Manager/Executive /

Omno6peno: Menemxkep / Pykopoaures

V. Prashanth - Quality Assur&sce- Team Member

Date / Hara: 31-01-2025 Date / Tata: 31-01-2025 \
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

"Fl'oduct : Niselat® (Amtolmetin guacil) film-coated tablets, 600 mg/
poaykt: Haiisunat® (amtonvernn ryauna) tabaeriu, NOKPLITHIE INIEHOYHOH 060J04 K0, 600 Mr

Market / Poinox : Russia / Poccus

EatclrNo./ : B2500195 Batch Quantity / : 553.500 KG /553,500 KT
Cepus Ne Pazmep cepun

Analytical Repovrt No./ « 2002FP25000152 Date of Analysis / . 30-01-2025
ARaJuTHYeCKHii oTuyeT Ne JaTa ananuza

Date of Manufacture / . 07-12-2024 Date of Expiry / . 30-11-2027

Jlata npousBoacTBa TI'ogen go

Mfg. License No. /

IIpousBoacTBEeHHAR ¢ 63/RR/AP/96/F/R MA number: / Homep PY : JIII-Ne(004036)-(PT-RU)
Junen3usa Ne

Analysis performed according ND / Ananus nposenen mo HJI: JITI-Ne(004036)-(PT-RU)-181223

Page 4 of 4/ Crp. 4 u3 4

API name / Haumenoranue A®PC: Amtolmetin guacil / AMTONIMeTHH ryanun
INN / MHH Amtolmetin guacil / AMTonMeTun ryatun
API manufacturer batch number / AFRH003807, AFRH003808
Homep cepuu npoussoautenss ADC:
FP Manufacturer API Batch number /
Homep cepnu cy0cTaHIHH NPOU3BOTUTEIS FBRA00381, FBRA00382
TJId: ,
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Ilpomssoaurens APC, crpana: JH-p Pepmu’ e JIaboparopuc JIta., Magus

Dr. Reddy's Laboratories Ltd, Formulation Technical Operations — II, survey no.

42p, 43, 44p, 45p, 46p, 53, 54&83, Bachupally Village, Bachupally Mandal,

Name, address, authorization No for FP Medchal Malkajgiri District - 500090, Telangana State, India (license No
manufacturing site / Control site / Release site / ’ 63/RR/AP/96/F/R) /
HaunmenoBanue, agpec, JHIEH3NA AJs H-p Penmu’c Jla6oparopuc JItx, ITponseoncteennoe noapasaeneHue — II, yaactku
IlpousBoacTBeHHAd MLIOIIAIKA / Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, Bauynannu Bunnamx, Bauynanm Mawnan,

Mepnuan Mankamxrupu Juctpukt — 500090, wrar Tenanrana, Manua (JInuensus

Ne 63/RR/AP/96/F/R)

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/00573-2022 dt. 23 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 establishedy.

3akmoueHue o coOTBeTCTBHM: «HacTosIUM s OATBEPKAAL0, YTO MPHBEEHHAS BhIIE HHYOPMALUSA ABISETCS JOCTOBEpPHO# M TOYHOMU. DTa
CepHs MPOAYKUMH MPOM3BENCHA (BKIIOYas YNAkoBKy (MapKUpOBKY) M KOHTPONb KayecTBa) HA BBIEYKA3AHHOH NPOH3BONCTBEHHOM
Tomwake (IUI0MmMajKax) B MONHOM COOTBETCTBMH C TpeGoBaHWIMH IlpaBui Hamexalell NPOM3BOACTREHHOM MpakTuky EBpasuiickoro
SxoHOMHYeckoro corosa (NeGMP/EAEU/RU/00573-2022 ot 23 ceHtsiGps 2022) u TpeGOBaHMAMH KOHTPONS KayecTBa JIEKApCTBEHHBIX
CPCACTB, a TAKOKE B COOTBETCTBHM CO CHELM(UKALMAMHU, CONEPIKALIMMICS B PETHCTPALMOHHOM JOChE CTPaHB-MMIOpPTEpa. 3allUCH HOo
TPOM3BO/ACTBY, YIIAKOBKE 1 aHATM3Y NPOBEPEHB], H YCTAHOBJIEHO HX COOTBETCTBHE TpeGoBaHUAM I1paBmn Haanexallell MpOU3BOACTBEHHOM
NpakTHKK EBpazuiickoro 3KOHOMHUYECKOTO COKO3a».

Remarks : The Product conforms to ND / Opinion : APPROVED

Ipumeyanne: [IpoaykT cooTseTCTRYET TpebopanusaM HJT 3akmwouyenne: OJOBPEHO

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

D. Latha- Quality contro%— Team N.V. Krishna - Quality control- Team OnobpeHo: Menemxkep / PykoBoaurens

Member / Member /@’ V. Prashanth - Quality Assurance- Team Member
[

Date / Tata: 31-01-2025 Date / Tata: 31-01-2025 Date / Jlata: 31-01-2025




