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Dr.Reddy’s Q':‘.

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

Product : Niselat® (amtolmetin guacil) film-coated tablets, 600 mg /
Tpoxykr: HafiznaaT® (aMmTosiMeTH ryaumns) Tab/1eTKi, HOKPHITHIE IIEHOYHOM 060.,104K0i, 600 Mr

Market / Puinox

: Russia / Poccus

Batch No. / . Batch Quantity / . 675000 tab/

Cepusi Ne y BEGUI EA Pasvep cepun * 675000 Tab

Analytical Repovrt No./ . 2002FP26000993 Date of Analysis / . 29-.04-2026
AHaaHTHYeCKHI oTyeT Ne Jara anaausa

Date of Manufacture / . 92-01-2026 Date of Expiry / . 31-12-2028

JlaTa npou3BoacTBa T'ogen g0

Mfg. License No. /

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

Analysis performed according ND / Auanns nposesen no H/I: JITI-Ne(004036)-(PI'-RU)-181223
Artworks of primary package approved: / Makersl nepBH4HOM ynakoBKH yTeep:xaenn: 18.12.2023
Artworks of secondary package approved: / Makersl BTOpHYHO# ynakoBky yTeepsikaenbr: 18.12.2023

PL approved: / JIB yrBepxkaen: 18.12.2023

Pagelof5/Crp.1m35

No. . .
_]\?h 4 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. / | KancynoeuaHbie  QBOAKOBBLIMYKITBIE — TaONeTKH,

KarncynosuaHbie NBOAKOBBINYKIIbIE
TabNeTKy, [MOKpPbITbie MJIEHOYHOM
obonoukoit  Oenoro  uBeta, ¢
KAPARTEPHBIM 3A114XOM.

MOKpHITHIE IIeHOYHOH obosoukoit ot Genoro mo
noyty 6esIoro LBETa, C XaPaKTEPHBIM 3aMTaXOM.

Identification/ IToanunnoCcTH

Complies as prescribed/
CooreetcTByeT TpeGOBaAHHAM

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 amtolmetin guacil standard
solution (section «Assay»). / Bpemsa yaepxusaHus
OCHOBHOTO TIMKa Ha XPOMaTOrpaMMe HCIBITYEMOro
pacTBOopa JO/MKHO  COOTBETCTBOBATh  BPEMEHU
YIOEPKUBAHUS OCHOBHOTO MUKa HA XpOMaTOrpaMMe
CTaHJapTHOrO0 pacTBOpPa aMTOJIMETHH ryaluna
(paznen «Konu4ecTBEHHOE OTPEAEIIEHHEN).

Average weight and uniformity of weight / Cpeansisi Macca ¥ 0JHOPOAHOCTE MO Macce

a) Average weight /
Cpeanss macca

b) Uniformity of weight /
OnHOpPOAHOCTH MO Macce

8214 mg/821,4 mr

Complies as prescribed/
CoorsetcTBYET TpeOGOBAHUAM

820.0 mg £ 5 % (from 779.0 mg to 861.0 mg) /
820,0 mr £5 % (ot 779,0 mr no 861,0 mr)

18/20 tabs — not more than £ 5 % /
2/20 tabs - not more than + 10 %/
18/20 Tabn. — ne Gonee £ 5 %
2/20 Tabn. — ue 6osee = 10 %

Remarks : The Product confirms to ND/

Ipumeuanne: IpoaykT cooTBetcTBYET Tpeboranusam HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / [TogrotosneHo:
D. Latha- Quality control- Team

Member

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

X

Checked by (AQA)/
[Mpoeepeno (AOK):

Siva Sankaru Kummari —
Analytical Quality
Assurance- Team Member

Approved by: Quality Assurance/
Authorized person / Ono6peHo:
O6ecneueHune
kayectsa/OTBETCTBEHHOE JTULIO!

S. Haneef — Quality Assurance- Team

Member
&)

Date /[1ara: 29-04-2026

Date / Tara: 29-04-2026

Date / Jara: 29-04-2026

Date / [lara: 30 04 o Yo
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CEPTUDOUKAT AHAJIU3A

Product : Niselat® (amtolmetin guacil) film-coated tablets, 600 mg /
Mpoayser: Haiisniatr® (aMTonmMeTHn ryauu) TabaeTku, NOKpbiThie M1eH0uHO#H 060104K0i, 600 Mr
Market / Poinox : Russia/ Poccust

Batch No. / . B2601114 Batch Quantity / . 675000 tab /

Cepusi Ne ) Pa3mep cepun * 675000 Ta6 -
Analytical Repovrt No./ . 2002FP26000993 Date of Analysis / . 29.04-2026
AHanuTHYecKHI oTyeT No Jara anaausa

Date of Manufacture / . 22-01-2026 Date of Expiry / . 31-12-2028

Jara npousBoacTsa I'ogen 1o

Mfg. License No. /

IMponspoacTBenHas : 63/RR/AP/96/F/R MA number: / Homep PY  : JIII-Ne(004036)-(PT-RU)
auneH3us Ne

Analysis performed according ND / Ananus nposeaen no H/L: JIIT-Ne(004036)-(PI'-RU)-181223
Artworks of primary package approved: / MakeTbl nepBU4HOl ynakoskn yreepxaenst: 18.12.2023
Artworks of secondary package approved: / Makersl BropuiHoii ynakoBku yreepaxiaenbi: 18.12.2023
PL approved: / JIB yreepxaen: 18.12.2023

Page2 of 5/Crp.2m35
4 | Dissolution / PacTBopenue Unit-1/Taon.-1 | 93.8%/93,8% | Not less than 70 % (Q) of amtolmetin guacil label

: claim after 180 min. / He menee 70 % (Q) or
Unit-2 FTabn-2 |96.8%/96,8% HOMMUHAJILHOTO COJAEPIKAHHS AMTOJIMETHH Tyalmnia

Unit-3 / Ta6n.-3 | 93.8%/93,8% | uepe3 180 mu.
Unit-4 / Tabn.-4 | 95.1%/95,1%
Unit-5/ Ta6n.-5 | 93.9%/93,9%
Unit-6 / Ta6n.-6 | 94.4% / 94,4%

5 | Assay/ KoanuyecTBeHHOe 100.4%/ 100,4% 90 % to 110 % of amtolmetin guacil label claim./ Ot
onpeseeHHe 90 % mo 110 % OT HOMHMHANIBHOrO COAEPNKAHMSA
aMTONIMETHH Tyalpna.

6 | Related substances / PoacTBeHHbIe npuMecu

AMT-1 Not detected / He oGHapyxeHa Not more than 0.2% / He 6onee 0,2 %
OMP 0.004%/ 0,004% Not more than 1.0 % / He 6onee 1,0 %
AMT-2 0.02% / 0,02% Not more than 1.5% / He 6onee 1,5 %
Any individual unidentified 0.02%/0,02% Not more than 0.2% / He 6onee 0,2 %

impurity/ Jlro6as equHUuHAs
HEeHIEHTHULIMPOBAHHAS IPUMECh

Total impurities / Cymma npumeceit | 0.1%/0,1% Not more than 3.0 % / He Gosee 3,0 %
7 | Uniformity of dosage units / 3.1/3,1 The acceptance value (AV) should be less than or
OaHOPOAHOCTHL R03UPOBAHNS equal to 15.0. / [Tokazatens nipuemaemoctH (AV)

JoJkeH ObITh MeHee nnu paseH 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [Ipoaykr coorBeTcTBYET TpeboBaHuam HJ| 3akmwoyenne: OJOBPEHO
Prepared by / [ToarorosneHo: Checked by / ITpoeepeno: | Checked by (AQA)/ Approved by: Quality Assurance/
D. Latha- Quality control- Team | N.V. Krishna - Quality [Tpogepeno (AOK): Authorized person / Ono6peHo:
Member control- Team Member Siva Sankaru Kummari — ObecneueHue
Analytical Quality xauecTBa/OTBETCTBEHHOE JTMLO:
Assurancesy Team Member S. Haneef — Quality Assurance- Team

Q&L /g | Member L

Ll
Date /[Tara: 29-04-2026 Date / Jara: 29-04-2026 Date / Jara: 29-04-2026 Date / Jara: 3() .é,‘-( ~1° 2/6
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* CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product : Niselat® (amtolmetin guacil) film-coated tablets, 600 mg /
Mpogyxr: Haiizunat® (aMToIMeTHH ryanui) TabaeTKH, NOKPbITbIE NJIeH04HOi 06010uK0ii, 600 Mr
Market / PoiHOK : Russia / Poccus

Batch No. / . B2601114 Batch Quantity / . 675000 tab /

Cepun Ne ) - Pa3mep cepun * 675000 Tab

Analytical Repovrt No./ . 2002FP26000993 Date of Analysis / . 29-04-2026
AHaJuTHYECKHI oTYeT N Jara anaanza

Date of Manufacture / . 22.01-2026 Date of Expiry / . 31-12-2028

JaTta npou3BoAcTBA Tlogen ao

Mfg. License No. /

IIpon3BoacTBeHHAN : 63/RR/AP/96/F/R MA number: / Homep PY  : JIII-Ne(004036)-(PT-RU)
JuueH3ua Ne

Analysis performed according ND / Ananus nposeaen mo H: JITI-Ne(004036)-(PT-RU)-181223
Artworks of primary package approved: / Makersl nepBuuH0it ynakosxn yTeepxiaens:: 18.12.2023
Artworks of secondary package approved: / MakeTsl BTopu4HO#i ynakosxku yTBepxaenni: 18.12.2023
PL approved: / JIB yreepxaen: 18.12.2023

Page3 of 5/Crp.3u35

8 | Microbial limits* / Mukpo6uonornyeckas 4ncrora™

a) Total aerobic microbial Less than 10 CFU/g/ Not more than 10* CFU/g /
count / Obuee yncno a3pobHbIX Menee 10 KOE/r He 6onee 10> KOE/r
MHKPOOPTaHH3IMOB
b) Total combined yeasts and Less than 10 CFU/g/ Not more than 10> CFU/g /
mould count / Obiee uucno Menee 10 KOE/r He 6onee 10> KOE/r
JPOMOKEBBIX M [UIECHEBBIX IPUOOR
c) E. coli Absentin 1g/ Shall be absent in 1g/
OrcyTterByeT B 1T OrcyrctBue s 1 r
9 | Packaging / Ynakoska 10 tablets in a non-transparent | 10 tablets in a non-transparent PVC/PVDC/Alu foil

PVC/PVDC/Alu foil blister. | blister. 2 blisters and a patient information leaflet in
2 blisters and a patient information | a carton. / Ilo 10 Tabnetox B Onuctepe M3
leaflet in a carton. / ITo 10 Ta6nerok | Henpospaunoit [MBX/IIBJX nieHkw/amtoMHHHEBOH
B Onuctepe wu3 HempospauHo#t | onsru. Ilo 2 OGnucrepa ¢ MHCTPYKUHMEH [0
IMBX/TIBAX rieHKW/amOMHHHEBOH | MPUMEHEHHIO B MauKy KapTOHHYIO.

doneru. Ilo 2 Gmucrepa ¢
MHCTPYKUMEH MO NpUMEHEHUIO B
Mauky KapTOHHYIO.

10 |Labeling Complies / CooTsercTayeT According to ND. / B coorBerctBum ¢ HJI.
11 |Storage / Xpanenue At temperature not higher than 25 °C. / IIpu temneparype He Bbiwte 25 °C.
12 [Shelf-life / Cpox roanoctn 3 years/ 3 ropa

* [Ipu BbIMyCKE JIEKAPCTBEHHOTO Npenapata KOHTPOJIb Ka4ecTBa Mo f0Ka3aTe o «MHUKpOOHONOrHiecKas YUCTOTa» NPOBOANTCS TS KaX A0k
20-oii cepuu, MK IS5 ORHOM CEPHH B TOJ, B 3aBUCHMOCTH OT TOTO, YTO HACTYMUT PaHBbILE.

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
| Mpumeuanue: [TpoaykT cooTBeTcTBYET TpeGoBaumusm HJT 3axkmouenne: OJOBPEHO
Prepared by / Tloaroroenexo: Checked by / Ilposepeno: | Checked by (AQA)/ Approved by: Quality Assurance/
D. Latha- Quality control- Team | N.V. Krishna - Quality IMpoeepeno (AOK): Authorized person / OnobpeHo:
Member control- Team Member Siva Sankaru Kummari — Obecneuenne
Analytical Quality KauecTea/OTBETCTBEHHOE JULIO:
Assurance-, Team Member S. Haneef — Quality Assurance- Team

o | 4 & =T

Date /Jlara: 29-04-2026 Date / Jlata: 29-04-2026 | Date / [lata; 29-04-2026 Date / [lata: 50{&[—;2@1@
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DI‘. Reddy S » CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product : Niselat® (amtolmetin guacil) film-coated tablets, 600 mg /
Mpoaykr: Haiizunat® (aMmToameTnH ryanus) TadaeTKH, NOKPbITbIE ILIEHO4HOI 060/104K0ii, 600 M
Market / PoiHOK

: Russia / Poccus

Batch No./ . B2601114 Batch Quantity / . 675000 tab /

Cepus Ne ) Pasmep cepun " 675000 Tab

Analytical Repourt No./ . 2002FP26000993 Date of Analysis / . 29.04-2026
AnaguTHYeCKHil 0TYeT No JlaTa aHaau3a

Date of Manufacture / . 22-01-2026 Date of Expiry / . 31-12-2028

JlaTta npou3BoACTBA Toaen no

Mfg. License No. /

Ipou3BoacTEeHHAsN : 63/RR/AP/96/F/R MA number: / Homep PY  : JITI-Ne(004036)-(PT'-RU)
JHueH3us Ne

Analysis performed according ND / Ananus nposexen no H/: JIIT-Ne(004036)-(PT-RU)-181223
Artworks of primary package approved: / MakeTsl nepBHYHOl yNaKOBKH yTBep:xkaeHbl: 18.12.2023
Artworks of secondary package approved: / MaxeTrnsl BTOpHYHO# ynaKoBKH yTBepxaeHsl: 18.12.2023
PL approved: / JIB yrBep:xaen: 18.12.2023
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API name / Haumenosanne ADC:
INN / MHH

API manufacturer batch number /
Homep cepun npouspoaurens ADGC:

Amtolmetin guacil / AMTONMETHH ryauui
Amtolmetin guacil / AMTONMETHH Tyauun

AFQHO001033, AFQH001236, AFQHO001503

FP Manufacturer API Batch number /

A00085
Homep cepun cyGeranunu npoussoanrens I'JId: FBQRANNAE, FEQARN0SS, FEQAN

Dr. Reddy's Luboraworles Lid., Chietnedl Technical Opetativis-Unil-VI APTIC
Industrial Estate, Pydibhimavaram, Ranasthalam Mandal, Srikakulam District-
532409, Andhra Pradesh, India /

I-p Peanu’c Jlaboparopuc JIta., TloapazneneHne XMMHKO-TEXHOJIIOTMYECKUX
onepauuii-VI AUMIIL IpomsbitineHHas 30Ha, [Tuaubxumasapam, Panacranam
Manpaan, llpukakynam Juetpukt -532409, Anaxpa-Tlpanew, Huous

Dr. Reddy's Laboratories Ltd, Formulation Tech Ops — II, Survey no. 42p, 43,
44p, 45p, 46p, 53, 54&83, Bachupally Village, Bachupally Mandal, Medchal
Malkajgiri District - 500090, Telangana State, India (license No

API Manufactured by, address & country /
IMpounszeoantens A®C, agpec U cTpaHa:

Name, address, authorization No for = FP

manufacturing site / Control site / Release site /
HaunmenoBanue, aapec, JULEH3HA A5
INpoussoacTBeHHas niowmaaka /

63/RR/AP/96/F/R) /
JI-p Pennu'c JlaGoparopuc JIta, [IponzBoacTBeHHOe noapaszaenenve —II,
Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynannu Bunnamx,

Bauynamiu Mauaan, Menuan Mankamkrupu Juctpukt — 500090, wrar
Tenaurana, Uuaua (Jluuensus 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/02346-2025 dt. 25 September 2025) 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». /

Conclusion : APPROVED /
3akawyenue: OJIOBPEHO

Remarks : The Product confirms to ND/
IIpnmevanwue: [IpoaykTt cooTBeTcTBYET Tpebosatusam HJJ

Prepared by / [loarotosnexo: Checked by / [TposepeHo:
D. Latha- Quality control- Team | N.V. Krishna - Quality
Member control- Team Member

S| 4

Checked by (AQA) /
IposepeHo (AOK):

Siva Sankaru Kummari —
Analytical Quality
Assurance-ff eam Member

Approved by: Quality Assurance/
Authorized person / Ono6peuno:
O6ecneyenne
kauecTBa/OTBETCTBEHHOE IULIO:

S. Haneef — Quality Assurance- Team

Member g
l.--‘f‘

i
Date /[lara: 29-04-2026 Date / Jlata: 29-04-2026 Date / Jata: 29-04-2026

Date / Jlata: BO ‘fCLf,,],O 28
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Dr. Reddy S ‘9 CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Niselat® (amtolmetin guacil) film-coated tablets, 600 mg /
Mpoaykr: Haiisunat® (aMmTosiMeTHH ryaumt) Ta6/1eTKH, NOKPbIThbIE MJIEHOUHON 000/104KOi, 600 Mr
Market / PoiHok : Russia / Poccust

Batch No. / . B2601114 Batch Quantity / . 675000 tab /

Cepus Ne ) Pasmep cepun " 675000 Tab

Analytical Repo“rt No./ . 2002FP26000993 Date of Analysis / . 29.04-2026
AHaIHTH4YECKHH oTueT No JlaTa anaJju3za

Date of Manufacture / . 22-01-2026 Date of Expiry / . 31-12-2028

JlaTa npou3BoACTBA Iogen a0

Mfg. License No. /

Ilpou3BoacTBEeHHASA : 63/RR/AP/96/F/R MA number: / Homep PY  : JIII-Ne(004036)-(PT-RU)
JHueH3us Ne

Analysis performed according ND / Ananu3 nposeaen no HJI: JITI-N2(004036)-(PT'-RU)-181223
Artworks of primary package approved: / MakeTsl nepBH4HOIi ynakoBKH yrBepxaens:: 18.12.2023
Artworks of secondary package approved: / MakeTsl BTOpH4HO# ynaKkoBKH yTBepxaensi: 18.12.2023
PL approved: / JIB yreep:kaen: 18.12.2023

PageSof 5/Ctp.5u3 5
3aka04ueHHe 0 cooTBeTcTBHM: «HacToAIMM 5 MOATBEPKAAN0, YTO NpUBEAEHHas Bbille HHGOPMALIMS SBASETCS JOCTOBEPHOI M TOUHOM.
OTa cepus MPOAYKLHM Mpou3BeaeHa (BKIIOYan ynakoBky (MapkMpOBKY) M KOHTPO/b Ka4ecTBa) Ha BhILIEYKA3aHHOW MPOU3BOACTBEHHOMN
niowaake (Molaakax) B MOMHOM COOTBETCTBUM ¢ TpeGoBanusimu [IpaBun Haanekaluel npou3BOACTBEHHON NpakTHku EBpasmiickoro
skoHomuueckoro cotoza (NeGMP/EAEU/RU/02346-2025 ot 25 ceutsibpst 2025) 1 TpeGOBaHUAMMY KOHTPOJS KauecTBa JIEKAPCTBEHHBIX
CPEeICTB, a TaKXKe B COOTBETCTBUM CO CIELM(PHKALMAMH, CONCPKALIMMHUCI B PECHCTPALIMOHHOM JOChE CTPaHbI-MMIOpPTEpa. 3amucH no
NPOM3BOACTBY, YNAKOBKE 1 aHAJM3y MPOBEPEHbI, U YCTAHOBJIEHO UX COOTBETCTBUE TpeboBanusm [IpaBun Hamnexalei Npou3BOACTBEHHOM
npakTHKH EBpazniickoro 3k0HOMMYECKOTO CO3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mlpumeuanue: [Npoaykr coorBercTByeT TpeGoBanusm HJT 3akmwuenune: OJOBPEHO
Prepared by / [Toarorosnexo: Checked by / IIposepeno: | Checked by (AQA) / Approved by: Quality Assurance/
D. Latha- Quality control- Team | N.V. Krishna - Quality IMpoeepeHo (AOK): Authorized person / OnobpeHo:
Member control- Team Member Siva Sankaru Kummari — Ob6ecneuenue
Analytical Quality kauecTea/OTBETCTBEHHOE JIULIO:
Assurance- Team Member S. Haneef — Quality Assurance- Team
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