Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Niselat (amtolmetin guacil) film-coated tablets, 600 mg /
Mpoaykr: Haiizunat® (amronimeTnH ryanun) tabaerku, NOKPbIThIE MJIeHOYHOi 060104K0ii, 600 Mr

Market / Peinok

: Russia / Poccus

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

Cepus Ne R IBECSEs Pasmep cepun 675000 Tab

Analytical Repovrt No./ . 2002FP26000284 Date of Analysis / . 19-02-2026
AHaJuTHYecKui oTueT No JdaTta ananu3a

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

JlaTta npon3BoacTBa TogeH 10

Mfg. License No. /

Tpou3BoacTBeHHAsA : 63/RR/AP/96/F/R MA number: / Homep PY  : JIII-N(004036)-(PI'-RU)
JHueH3us Ne

Analysis performed according ND / Ananus nposeaen mo H/I: JIIT-Ne(004036)-(PI'-RU)-181223

Page10f6/Crtp. 1136

No./

Test / [loka3areas
Ne

Result / Pesyasrat

Specification / Hopma

1 | Description/ Ouucanune

White, capsule-shaped biconvex,
film-coated tablets with
characternstic odour. Vi

KancynoBuaHble ABOSIKOBBLIMYK/ble
TabneTku, TMOKPbITblE [JIEHOYHOMN
oboJioukoii  Oemoro  uBeTa, C
XapaKTepHbIM 3araxom.

White to off-white, capsule-shaped biconvex, film-
coated tablets with characteristic odour. /
KancynoBuaHble  IBOSIKOBBINYKJBIE — TabieTKy,
TIOKPBITBIE MIEHO4HOW obosioukoit oT Genoro o
nouTH 6eoro UBeTa, C XapaKTEPHBIM 3aMaxoM.

2 Identification/ IloanunnoCTL

Complies as prescribed/
CootBeTcTByeET TpebOOBaHUAM

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»). / Bpems yaepxnBaHus
OCHOBHOTO nuka Ha XpomaTorpamme
HCIBITYEMOro PacTBOPa AOJ/DKHO COOTBETCTBOBATH
BpPEMEHU YNEpXKHBaHMS OCHOBHOrO MHKAa Ha
XpoMarorpamme CTaHIAPTHOro pacTBopa
aMTOJIMeTHH ryauuna (pazaen «KomuuecTBeHHOE
onpeneseHue).

3 | Average weight and uniformity of weight / Cpeansis macca u 0AHOPOAHOCTB MO Macce

a) Average weight/
CpenHss macca

821.4mg/821,4 mr

820.0 mg + 5 % (from 779.0 mg to 861.0 mg) /
820,0 mr =5 % (ot 779,0 mr oo 861,0 mr)

Remarks : The Product confirms to ND/
Hpumeuanue: [Iponykr coorsercrByer TpeGosanusm H/J

Conclusion : APPROVED /
3aknouenne: OJOBPEHO

D. Latha- Quality control-
Team Member

tht

Prepared by / IToarorosneHo: ||Checked by / [Tposepeno:
A. Susmitha - Quality
control- Team Member

=

(AOK): Ahamadullah

Mohammad — Analytical Quality
Assurance- Team Member

Al

Checked by (AQA) / TIpoeepero ‘ Approved by: Quality Assurance/

Authorized person / Onobpeno:
O6ecnedyeHue
xayecTBa/OTBETCTBEHHOE NIULO!

S. Haneef — Quality Assurance- Team

Member L

: Ao\
Date /[JaTa: a2 L

Date / Jlata: 2 - 02-2024

Date / [lara:

0 4-02-2026||Date / Nara: 2\*,@ 72— lé




Dr.Reddy’s Q‘:‘.

CERTIFICATE OF ANALYSIS

CEPTHPUKAT AHAJIM3A

Product : Niselat (amtolmetin guacil) film-coated tablets, 600 mg /
Mpoaykr: Haiizsnaat® (amToMeTHH ryaun) Tab/ieTKH, NOKPbITHIE MJIEHOYHO# 060.1049K0ii, 600 Mr

Market / Poinok

: Russia / Poceus

Batch No. / i Batch Quantity / 675000 tab /

Cepus Ne : B2600445 Pasmep cepun 675000 Tab

Analytical Repo“rt No./ . 2002FP26000284 Date of Analysis / . 19-02-2026
AHaauTHYecKHH oTueT Ne Jata anaiu3a

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

Jara npoussoacTea Togen no

Mfg. License No. /

IMponseoacTeennas ¢ 63/RR/AP/96/F/R MA number: / Homep PY : JIII-Ne(004036)-(PT-RU)
JuueH3us No

Analysis performed according ND / Anann3s nposegen mo HJI: JITT-Ne(004036)-(PI'-RU)-181223

Page 2 of 6/ Ctp. 2 u3 6

No./
Ne

Test / [Tokaszarens

Result / PesyabTar

Specification / Hopma

b) Uniformity of weight /
OnHOPOAHOCTH [0 Macce

Complies as prescribed/
CooteeTcTBYET TpeOOBaAHMAM

18/20 tabs — not more than £ 5 %/
2/20 tabs - not more than + 10 % /
18/20 Tabu. — He Gonee £5 %
2/20 1abn. — He Gonee £ 10 %

Remarks : The Product confirms to ND/
Ipumeuanue: IIpoaykr coorBercTByeT TpeboBanusm HJI

Conclusion : APPROVED /
3axaiouenne: OJOBPEHO

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

Lo

Checked by / INposepeno:
A. Susmitha - Quality
control- Team Member

a

Checked by (AQA) / Iposepeno
(AOK): Ahamadullah
Mohammad — Analytical Quality
Assurance- Team Member

ol

Approved by: Quality Assurance/
Authorized person / Ono6peHo:
ObecrnieueHue
kauecTBa/OTBETCTBEHHOE JIHLO!

S. Haneef — Quality Assurance- Team

Member &

Date /HaTa:{7 | £ y A2

Date / [lata: Ql-04 -20 24’

V022024

Date / Ilara:

Date / JlaTa: (9\\{ ,Ol'?p%




Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJIN3A

Product : Niselat (amtolmetin guacil) film-coated tablets, 600 mg /
Mpoayxr: Haiizunat® (amToameTnn ryaumi) Ta6/J1eTKH, NOKPbIThIE IJIeHOYHOH 060104K0i, 600 Mr

Market / Poinox

: Russia / Poccus

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

Cepusi Ne : B2600445 ) Pasmep cepuu 675000 a6

Analytical Repovrt No./ . 2002FP26000284 Date of Analysis / 19-02-2026
AHanuTHyeckui oryer Ne JlaTa anaJsinza

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

JlaTta npou3BoacTBa Topen a0

Mfg. License No. /

IMpoussoacTeenHas : 63/RR/AP/96/F/R MA number: / Homep PY  : JITI-Ne(004036)-(PI'-RU)
JHueH3usa Ne

Analysis performed according ND / Anaaus nposeaen no HJI: JITT-Ne(004036)-(PI'-RU)-181223

Page3 of 6/ Ctp.3 u3 6
NJ;:/ Test / [lokasaTenan Result / PesyabTaT Specification / Hopma
4 | Dissolution / PactBopenue Unit-1/ Tab6n.-1 93.8% Not less than 70 % (Q) of amtolmetin guacil label
- claim after 180 min. / He menee 70 % (Q) ot
Yait-2 1 Tabn~2 96.8% HOMMHAJIBHOTO COAEPXKaHHS aMTOIMETHH ryaLuia
Unit-3 / Ta6n.-3 93.8% depes 180 muH.
Unit-4 / Ta6n.-4 95.1%
Unit-5 / Tabn.-5 93.9%
Unit-6 / Tabn.-6 94.4%
5 | Assay / KonunvecrseHHoe 100.4% 90 % to 110 % of amtolmetin guacil label claim. /
onpeaeneHue 0190 % 10 110 % OT HOMHUHALHOrO COAEP)KAHHA
aMTOJIMETHH ryauua.
6 | Related substances / PoacTBeHHbIe mpuMecH

AMT-1
OMP
AMT-2

Any individual unidentified
impurity/ Jlro6as eqaMHU4YHasA
HEWAEHTHOULIMPOBAHHAS NIPUMECH

Total impurities / Cymma npumeceii

Not detected / He oGHapyxeHa
0.004% /0,004%
0.02% /0,02%

0.02% /0,02%

0.1% /0,1%

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

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

Remarks : The Product confirms to ND/
Ipumeuanwne: [Ipoaykr cooTBercTByeT TpedoBanmsam HJI

Conclusion : APPROVET) /
3akawuenne: OJOBPEHO

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

Checked by / Iposepeno:
A. Susmitha - Quality
control- Team Member

@

Checked by (AQA) / Iposepeto
(AOK): Ahamadullah
Mohammad — Analytical Quality
Assurance- Team Member

Bt

Approved by: Quality Assurance/
Authorized person / OnobpeHo:
Obecneuenue
kauecTBa/OTBETCTBEHHOE JIMLO:

S. Haneef — Quality Assurance- Team

Member L

AL

Date /JlaTa: _ﬂ}-"’djv

nd

Date / ﬂaTa:&((oo?.- 2026

Date / JlaTa:

2022024

Date/ [lata: 9 U\ _p L/‘LO%




Dr.Reddy’s Q':‘.

CERTIFICATE OF ANALYSIS

CEPTHU®UKAT AHAJIN3A

Product : Niselat (amtolmetin guacil) film-coated tablets, 600 mg /
Mpoayxr: Haiizuaat® (aMToIMeTHH ryanu) TabJeTKn, NOKphIThIE MIEHOYHOI 0601049K0#, 600 Mr

Market / PoiHok

: Russia / Poccus

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

Cepus Ne  B2gogdas Pasmep cepuu 675000 Tab

Analytical Repo:‘t No./ . 2002FP26000284 Date of Analysis / . 19-02-2026
AHaNINTHYECKHI oTyeT No JlaTa aHanuza

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

Jata npoussoacrsa TI'ogen g0

Mfg. License No. /

IlpousBoacTBeHHAsS : 63/RR/AP/96/F/R MA number: / Homep PY  : JIII-Ne(004036)-(PT-RU)
JauneH3us Ne

Analysis performed according ND / Anaaus nposeaeu no H/L: JIH-Nz(OO4036)-(Pf—RU)-181223

Page4 of 6/ Ctp.41u3 6

No./
Ne

Test / Iloxa3zarens

Result / PesynbTaT

Specification / Hopma

7 | Uniformity of dosage wunits /
OaHOpOAHOCTH XO3MPOBAHMSA

3:14 31

The acceptance value (AV) should be less than or
equal to 15.0. / [Tokasarens npuemnemoctd (AV)
no/KeH ObITh MeHee 1K paeeH 15,0.

8 | Microbial limits* / Muxpo6uosoruueckas yucrora*

mould count / O6wiee yuciio
IPO}OKEBBIX U MIECHEBBIX IPUOOB

Memnee 10 KOE/r

a) Total aerobic microbial Less than 10 CFU/g / Not more than 10> CFU/g /
count / O61ee YUCIIO 23pOOHBIX Menee 10 KOE/r He 6onee 10° KOE/r
MHKPOOPraHH3MOB

b) Total combined yeasts and Less than 10 CFU/g / Not more than 10? CFU/g /

He 6onee 102 KOE/r

c) E. coli

Absentin 1g/
OrcyrcTByer B Ir

Shall be absent in 1g/
OtcytctBue B L 1

9 | Packaging / Ynakoeka

10 tablets in a non-transparent
PVC/PVDC/Alu foil blister.
2 blisters and a patient information
leaflet in a carton. / [To 10 tabnetok
B Onucrepe U3  HENpO3payHOii
[MIBX/TIBJAX nneHKu/aqioMUHUEBOM
doneru, Tlo 2 Guucrepa ¢
MHCTPYKUMEN MO MPUMEHEHHUIO B
nayKky 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 6mcrepe U3
HEeMpO3payHoit I[MBX/TIBAX
nneHku/antomunmeBoit donsru. Ilo 2 6ancrepa ¢
MHCTPYKLHEH MO0 NPUMEHEHMIO B  MMAuKy
KapTOHHYIO.

Remarks : The Product confirms to ND/
Il pnmeuanue: [NpoaykT coorBercTByeT Tpebosanusm HJJ

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

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

o

Checked by / INposepeno:
A. Susmitha - Quality
control- Team Member

@

Checked by (AQA) / ITposepeHo
(AOK): Ahamadullah
Mohammad — Analytical Quality
Assurance- Team Member

A

Approved by: Quality Assurance/
Authorized person / OnobpeHo:
ObecneyeHne
kauecTBa/OTBETCTBEHHOE JIMLIO:

S. Haneef — Quality Assurance- Team

Member &

Date /ﬂara'q/{ ) 3. o

Date / [lara:

Date / llara: 9[-0Q-2024

2102-2024

Y01 W,

Date / Jlara:




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJTM3A

Product : Niselat (amtolmetin guacil) film-coated tablets, 600 mg /
Mpoaykr: Haiizunat® (aMToIMeTHH ryanu.) TabaeTKH, NOKPLIThIE ILIEHOYHOI 000,104K0#, 600 Mr

Market / Poinok : Russia / Poccus

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

Cepus Ne % B2600HS Pa3mep cepun 675000 Tab

Analytical Repovrt No./ . 2002FP26000284 Date of Analysis / . 19-02-2026
AHaJuTHYeCKHii oTYeT Nt JlaTa aHaansa

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

Jarta npousBoacTBa Toaen go

Mfg. License No. /

IpousBoacTeeHHas : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-Ne(004036)-(PT-RU)
JuueH3usa Ne

Analysis performed according ND / Anaau3s nposeaes mo H/I: JITI-Ne(004036)-(PI'-RU)-181223

PageSof 6/ Ctp.S5u36
* [Tpu BBIMyCKE JIEKAPCTBEHHOTO Mpenapara KOHTPOJIb KAUECTRa 110 NoKasaTeiito « Mukpobuonoruyeckas 4ucToTa» MPOBOAUTCS AN KaXAOH
20-0it cepuu, UMM AN OMHOMH CEPHH B rOJ, B 3aBUCHMMOCTH OT TOrO, YTO HACTYTHUT paHbLIe.
* 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.
API name / Hanmenosanne A®C:
INN/ MHH
API manufacturer batch number /
Homep cepun nponssoauntens ADC:
FP Manufacturer API Batch number /
Howmep cepnn cy6ctanunu npoussoauntens I'J1d:
API Manufactured by & country /
Ilponspoauntenn APC, cTpana:

Amtolmetin guacil / AMToaMeTHH ryaunﬁ
Amtolmetin guacil / AMTOIMETHH ryaumn

AFQHO001033, AIQII001236, AT'QII001503

FBQAO00083, FBQA00084, FBQAO00085

Dr. Reddy's Laboratories Ltd., India /
[-p Pennwn’c Jlaboparopuc JIta., UHaus
Dr. Reddy's Laboratories Ltd, Formulation Technical Operations —1II,
survey no. 42p, 43, 44p, 45p, 46p, 53, 54&83, Bachupally Village,
Bachupally Mandal, Medchal Malkajgiri District - 500090, Telangana
State, India (license No 63/RR/AP/96/F/R) /

J-p Peaau'c JlaGopatopuc JIta, [IpouseoacTeeHHoe noapasaeneuue — II,
yuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, Bauynannu Bunnanx,
Bauynannn Mangan, Meayan Mankamxrupu Juctpukt — 500090, wrat
Tenanrana, MUnaus (JInuensus Ne 63/RR/AP/96/F/R)

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
Hanmenosanue, aapec, THUeH3Ns A5
IlpoussoacTBeHHasi miomaaka /

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 /
3akawuenue: OJJIOBPEHO

Remarks : The Product confirms to ND/
Ipumeuanue: [IponykT cootBeTcTBYeT Tpeboanusm HJJ

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

L~

Checked by / [Mposepeno:
A. Susmitha - Quality
control- Team Member

¥ 2

Checked by (AQA) / IlposepeHo
(AOK): Ahamadullah
Mohammad — Analytical Quality
Assurance- Team Member

A £

Approved by: Quality Assurance/
Authorized person / Ono6peHo:
OGecrnieueHue
kadecTBa/OTBETCTBEHHOE JIMLIO!

S. Haneef — Quality Assurance- Team

Member g

Date /[lara: o oLV

Date / Jlata: 9. pQ-20 2.4

Date / Jlata: 21 0L20)

Date / [lara: 24 ,{_}L,‘I,ﬂ%




Dr.Reddy’s “:’.

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3A

Product : Niselat (amtolmetin guacil) film-coated tablets, 600 mg /
Ipoayxr: Haii3uat® (aMToIMeTHH ryanu.) TabaeTKH, MOKpPhIThIE NIeHOuHOH 060J04K0i, 600 Mr
Market / Pbinox : Russia / Poccus

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

Cepus Ne : B2600445 Pasmep cepun 675000 Tab

Analytical Repovrt No./ . 2002FP26000284 Date of Analysis / . 19-02-2026
AHanuTHYecKHii oTueT No JaTa ananu3a

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

Jarta nponsBoacTsa T'onen ao

Mfg. License No. /

IpousBoacTBeHHAR : 63/RR/AP/96/F/R MA number: / Homep PY  : JIII-Ne(004036)-(PI'-RU)
JuueH3ust Ne

Analysis performed according ND / Ananun3s nposegen mo HJ: JITI-Ne(004036)-(PI'-RU)-181223

Page 6 of 6 / CTp. 6 u3 6
3akmo4enue o cooTBeTcTBHM: «HacTosAIMM 5 MOATBEPXK AL, UTO NMPUBEACHHAs BbIIE HHOOPMALKUS SBISETCS AOCTOBEPHOI M TOUHOIA.
Ota cepusi MPOAYKUMM Mpou3BeAeHa (BKIIOYas YMaKOBKY (MapKMpPOBKY) M KOHTPOMb KauyecTBa) Ha BbILICYKa3aHHOM NPOM3BOACTBEHHOM
nnowmaake (MIOMAAKax) B MOJHOM COOTBETCTBMM C TpeboBaHMsMM IlpaBun Hamnexaiuei MpOM3BOACTBEHHON NpakTHKH EBpaswuiickoro
skoHomuueckoro cotoza (NeGMP/EAEU/RU/02346-2025 ot 25 centsaGps 2025) v TpeGOBaHMAMH KOHTPOJS KayecTBAa NEKAPCTBEHHBIX
CpeicTB, a TAaKKe B COOTBETCTBHMM CO CIELM(UKALMAMU, COAEPKALUMMUCA B PETHCTPALIMOHHOM [OChE CTPaHbl-MMIIOPTEpa. 3amucH no
NpPOU3BOACTBY, yNAKOBKE U aHAJIM3Y MPOBEPEHDI, U YCTAHOBJIEHO X COOTBETCTBHE TpedoBaHMAM [IpaBun Hajekaleit MPOU3BOACTBEHHOM
npakTki EBpasniickoro Sk0OHOMI4ECKOro COr3an.

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

Ilpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanmam HJ 3akawyenue: OJJOBPEHO
Prepared by / [Toaroroesneno: ||Checked by / INposepero: Checked by (AQA) / ITposepero ||Approved by: Quality Assurance/
D. Latha- Quality control- A. Susmitha - Quality (AOK): Ahamadullah Authorized person / Ono6peHo:
Team Member control- Team Member Mohammad — Analytical Quality [|O6ecrnieuetine
Assurance- Team Member kayectBa/OTBETCTBEHHOE JIMLO:
@,T S. Haneef — Quality Assurance- Team

\— it e

Date /IIaTa';M .D?/J‘/OV(’ Date / Jlara: R0~ 20 L6 Date / laTa: 21002924 ||Date/ lara: I M_(9 - 20 2;(_.






