Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

[Pr-oduct : Niselat® (Amtolmetin guacil) film-coated tablets, 600 mg /
Ilpoaywr: Haiizunar® (amTouamerys ryaw) TabiaeTkn, NOKpIThie ICHO4HOM ofosoukoii, 600 mr

Market / Peinox

: Russia / Poccusa

Batch No. / Batch Quantity /
: B250019 : .
Cepus No 5 o Yoot 553.500 KG /553,500 KI"
Analytical Report No. / ) Date of Analysis /
AHaguTHYecKkHil oryet No E SI0Z5ES000Ibe JaTa ananu3za ™ 200120
Date of Manufacture / . Date of Expiry /
i a—— + 07-12-2024 Toxen 10 : 30-11-2027
Mfg. License No. /
IlpoussoacTBeHHAs : 63/RR/AP/96/F/R MA number: / Homep PY  : JIII-Ne(004036)-(PI'-RU)
JuueH3us No

{Analysis performed according ND / Aganns nposenen no HI: JIH»NE(OM[ISG)'-(PF-RU)-I81223

Page 1 of4/Crp. 1 134

No./

No Test / [TokazaTean

Resuit / Pesyabrar

Specification / Hopma

1 | Description / Onncanune

fesioro  uBera,
3anaxom.

White, capsule-shaped biconvex,

film-coated tablets with
characteristic odour. /
KancynosuaHbie

IBOSKOBBIMYKIEIC TabneTKH,

MOKPBITHIE TIEHOUHON 060J104KOH
C XapaKTepHBIM

White to off-white, capsule-shaped biconvex, film-
coated tablets with characteristic odour. /
Kancynosuaueie NBOSIKOBBIMYKIbIE TabJIETKH,
TOKPAITEIE IUIEHOYHOH oGostoukoh or 6Henoro ao
oyt 6esoro UBsera, ¢ XapaKTEpHBIM 3aMaX0oM.

p. I1dentification/ IlogmuHnOCTH

Complies as prescribed/
CooteercTByeT TpeOOBaHHAM

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»). / BpeMa ylcpHBaHns OCHOBHOrO Nvka Ha
XPOMATOTPaMMe HCIBITYEMOTO PACTBOPA  JOJUKHO
COOTBETCTBOBATH BPEMEHH YNEPKUBAHMA OCHOBHOTO
MUKa Ha XpOMAaTOrpaMMe CTAHAApTHOro pacTBopa
amTonMeTHH rTyauuna (pasgen «KonuuectseHHoe
ofpeaeneHue).

Average weight and uniformity of weight / Cpeansa Macca M 010poJHOCTEL O Macce

a) Average weight/
Cpenusas mMacca

b) Uniformity of weight /
OnHOPOAHOCTL MO Macce

822.5 mg/ 8225 mMr

Complies as prescribed/
CooteeTcTBYET TpebOBAHUAM

820.0 mg+ 5 % (from 779.0 mg to 861.0 mg) /
820,0 Mr + 5 % (ot 779,0 Mr 5o 861,0 Mr)

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

Remarks : The Product conforms to ND /
INpumeyanne: [poayxT coorseTcTBycT TpeGoranuam HJL

Opinion : APPROVED
3akaoyenne: OJOBPEHO

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

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

Member X
o

Approved by: Manager/Executive /

Ono6peno: Meuemxep / Pykosonutese

V. Prashanth - Quality Assurance- Team Member
Dkt

Date / Jata: 31-01-2025

Date / Jata: 31-01-2025

Date / Jlara: 31-01-2025"




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIM3A

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

ITponysr: Haiisuna1® (amronmernn ryanu) Tad/ieTii, NOKPLITHIE MICHOUHOA 060J104K0T, 600 mr

Market / Peisok : Russia / Poccus
Batch No. / Batch Quantity /
i : B2500195 H .
Cepust Ne Pasniep ceps 553.500 KG / 553,500 KI"
Analytical Report No. / . Date of Analysis /
Ananutudecknii orer Ne E B0 000IDE Jata ananuia : 30-01-2025
Date of Manufacture / . Date of Expiry /
JlaTa mpoM3BOACTEA  (GRIRE0e Togen 0 ¢ 30-11-2027
Mfg. License No. /
IpousBoacTBeHHAs : 63/RR/AP/96/F/R MA number: / Homep PY @ JIII-Ne(004036)-(PT-RU)
anueH3ua Ne

Analysis performed according ND / Ananus nposegen no HJL: JITI-Na(004036)-(PI'-RU)-181223

Page2 of 4/Crp.2 u3 4

No./

Test / [loka3aTenn
Ne

Result / PesyasTart

Specification / Hopma

4 | Dissululivu / Tacisupenuc

Unit 1 / Tabn. 1 o1.8%
Unit-2 / Ta6n.-2 91.9%
Unit-3 / Tabu.-3 90.4%
Unit-4 / Ta6n.-4 90.7%
Unit-5 / Tabn.-5 91.6%
Unit-6 / Tabn.-6 91.0%

Vot less than 70 % (Q) of aminlmetin guacil lahel
claim after 180min. / He menee 70% (Q) ot
HOMHHAJIEHOTO COAEPKaHWA aMTONMETHH ryauuna
yepes 180 mMun.

5 | Assay/ KoandecrBennoe
onpegesieHne

101.4%/101,4%

90 % to 110 % of amtolmetin guacil label claim. / O
90 % no 110 % OT HOMHHANBHOIO COAEPMKAHMA
aMTOJIMETHH [yaluuna.

6 | Related substances / PogcrBennbie npumech

AMT-1
OMP
AMT-2

Any individual unidentified
impurity/ Jliobas enuHHuYHaA
HEWACHTH(PHUMPOBAHHAS NPUMECH

Total impurities / Cymma npumeceit

Less than LOQ (LOQ = 0.009%) /
Huxe npeaena KOJIMIECTBEHHOTO
onpenenenus (ITKO = 0,009%)

Not detected / He o6HapyxeHa

Less than LOQ (LOQ = 0.010%) /
Hiiee npefena KOJH4ECTBEHHOTO
onpegesnenns ([TKO = 0,010%)

0.01%/0,01%

Not detected / He o6HapyxeHa

Not more than 0.2% / He Gosnee 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 % / I1e Gonec 3,0 %

7 | Uniformity of dosage units /
OAHOPOAHOCTL AO3HPOBAHUA

32/32

The acceptance value (AV) should be less than or
equal to 15.0. / ITokazaTenb NpUEMJIEMOCTH (AV)
nosxenl GoITh MeHee WK paseH 15,0.

Remarks : The Product conforms to ND /

Hpumcyanne: IIpoOoyKT COOTBETCTBYET TpeGosanuam HJL

Opinion : APPROVED
3akmouenne: OJOBPEHO

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

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

Member &

Approved by: Manager/Executive /
Onobpeno: MeHepkep / PykoBonuTes
V. Prashanth - Quality Assurance- Team Member

Date / Hara: 31-01-2025

Date / Jata: 31-01-2025

1
Date / [lata: 31-01-2025




Dr.Reddy’s Q¢

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIM3A

roduct : Niselat” (Amtolmetin

guacil) film-coated tablets, 600 mg /
lpoaykr: Haitzunar® (amToamernn ryaumna) radaeric,

MOKPLITEIE MJIEHOUHOI 060104 K0 600 mr
HOKPBIT ———— TOOTOHKOH, OUU Mr

Market / Puinok : Russia / Poccus
Batch No. / Ba i
g : B2500195 atch Quantity / .
Cepus Ne Pasmep cepis 2 553.500 KG/ 553,500 KT
Analytical Report No. / . Date of Analysis /
AHAAHTHYECKHIT oTHeT No * 2002FP25000152 JaTa ananusa © 30-01-2025
Date of Manufacture / : Date of Expiry /
laTa npon3eoacrea ¢ 07-12-2024 Tbaeaiio + 30-11-2027
Mfg. License No. /
Ilpomssoacreennas : 63/RR/AP/96/F/R. MA number: / Homep PY  : JITI-N2(004036)-(PT-RU)
Juuen3na Ne
Analysis performed according ND / Ananus nposesen mo HA: JIH-N&(I]M!]BG)-(PI"~RU)-181223
. Page 3 of 4/ Ctp. 3 u3 4
No./
J\?i_: Test / Ilokazartens Result / PesynbraT ( Specification / Hopma
8 | Microbial limits* / Mukpobnosoruyeckas ancrora®
a) Total aerobic microbial Less than 10 CFU/g / Not more than 10* CFU/g /
count / O6wee yucio aspobraix Mernee 10 KOE/r He 6oaee 10° KOE/r
MMKPOOPraHU3IMOB .
b) Total combined yeasts and Less than 10 CFU/g / Not more than 102 CFU/g /
mould count / O6mee yucso Menee 10 KOE/r He 6osee 102 KOE/r
APOHOKEBBIX U MIECHEBBIX rPHGOR
c) E. coli Absentin 1g/ Shall be absent in 1g/
Ortcyretryers 1Ir OrcyrerBue s 1 ¢
9 | Packaging / Ynakonka 10 tablets in a non-transparent | 10 tablets in a non-transparent PYC/PVDC/Alu foil
PVC/PVDC/Alu  foil  blister. | blister. 2 blisters and a patient information leaflet in a
2 blisters and a patient information carton./Ilo 10 Ta6rerox B GnmcTepe u3 HenpospauHoit
teaflet in a carton. / Ilo 10 NBX/MIB/X nnenkw/amoMunmeroi doneru. Tlo 2
TabneTok B Gaucrepe  wu3 6amctepa ¢ uHCTpYKUMei MO MpuMeneHMio B nayKy
HEMpO3pauHoii NBX/TIBAX | kaprowuyto.
TEHKH/AMOMUHKEBOH  dhosibru.
o 2 Gaucrepa ¢ uncrpyxumeii no
TIPUMEHEHUIO B [TAUKY KAPTOHHYIO.
10 Labeling / Mapxupogxka According to ND / B cooteercraum ¢ HI
11 | Storage condition / Xpanenue Below 25 °C / Ilpu TeMIepaTtype He Beile 25 °C
Ll2 Shelf life / Cpox roanocrn 3 years /3 roga

* [pu BENTYCKE NexapcTReHHOro fipenapara KOHTPOTb Ka4EeCTBa N0 NOKA3ATCI
AN OJIHOY CEPUH B IO, B 32BHCUMOCTH OT TOr0, YTO HAaCTYTINT paHslue.
quality control for Microbiological Purity is performed for each 20th batch or for one batch a year whichever is

Wi
* When the drug product is released, the
earlier.

10 «<MukpoGUooruueckas yncroray TPOBOMMTCS AnA KaxcnoH 20-oit cepun,

Remarks : The Product conforms to ND /
ITpumenanue: Mpoaysr COOTBETCTRYET TpeBoBanuam M/

Opinion ;: APPROVED
3axmouenne: OJOBPEHO

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

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

Approved by: Manager/Executive /
Onobpeto: Meuemkep / PykoBogurens
V. Prashanth - Quality Assurance- Team Member

l

Date / Jlara: 31-01-2025

Date / dara: 31-01-2025

Date / Tara; 31-01-2025




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIU3A

[Product : Niselat® (Amtolmetin guacil) film-coated tablets, 600 mg /
Ipoaykr: Haiizunat® (amTonmeTun ryauit) Taéuericn, NOKpsIThIe IIeHOUHOI 060104 KO0il, 600 Mr

Market / PbiHok : Russia / Poccus

Batch No. /

Cepus No : B2500195

Batch Quantity /

: 553.500 KG/ 553,500 KI"
Pa3mep cepun

Analytical Report No. /

A M : 2002FP25000152
HAJHTHYECKHH oTueT Ne

Date of Analysis /

. -01-2
JlaTa anaausa : 30-01-2025

Date of Manufacture /

: 07-12-2024
JlaTa npon3BOACTBA

Date of Expiry /

: 30-11-2027
Topen go

Mfg. License No. /
IlponseoacTeeHHan
Junuensusa Ne

: 63/RR/AP/96/F/R

MA number: / Homep PY : JIII-Ne(004036)-(PT-RU)

Analysis performed according ND / Ananns npeseaen no H: JITI-Ne(004036)-(PT-RU)-181223

Page 4 of 4/ Crp. 4 u3 4

API name / Haumenosaune AD®C:

Amtolmetin guacil / AMTOnMMeTHH ryail

INN / MHH

Amtolmetin guacil / AMTONMETHH ryauun

APY manufacturer batch number /
Homep cepun npoussoautens A®C:

AFRH003807, AFRH003308

FP Manufacturer API Batch number /
Homep cepiy cyOcTaHUHH NPOH3BOJANTEIISN
CJId: :

FBRAO00381, FBRA00382

API Manufactured by & coumtry /
Hpoussogutens A®C, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Penau’c JlaGopartopuc JIta., Mnnus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumenoBaHue, anpec, THUEH3HA I
IIpousBoacTBeHHast NOoMAgKa /

Dr. Reddy's Laboratortes Ltd, Formulation Technical Operations — II, 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 Penan’c Jla6oparopuc JIta, [lpoussoacTeeHHOE noppasaencuuc — I, ydactku
Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, Bauynanau Bunnamxk, bagynamm Marnan,
Menuan Mankamxrupy Jucrpukr — 500090, wirat Tenaurana, Unaus (Jinuenswa
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 established».

3aKTroueHHe 0 cOOTBETCTEMH: «HACTOAMM 51 MOATBEPAIAIO, UTO TIPHBEAEHHAA BHILE HH(OPMALKS SBNFETCA JOCTOBEPHOM K TOUHOM. D12
cepus MPOLYKIUMHM MpoussefeHa (BKTIOHas YIakoBKy (MapkMpoBky) W KOHTPOJL KayecTBa) Ha BhILEYKa3aHHOW NpPOU3BOACTBEHHOMN
nomanke (IIOWAAKAX) B ONHOM COOTBETCTBMM ¢ TpeOoBanuaMu IIpaBun Hallexalllel NpousBOACTBERHOH mpakTuki Espasuiickoro
sKoHOMHucckoro coroza (NeGMP/EAEU/RU/00573-2022 ot 23 ceurabpsa 2022) n TpeOOBaHMAMH KOHTPONS KA4eCTBA JEKAPCTBEHHBLIX
CPENCTB, a TaKkKe B COOTBCTCTBAM CO CHeLM(HKALMAMU, COAEPKAUMMHUCS B PETMCTPALIMOHHOM J0CHE CTPaHBI-UMIIOPTEpa. 3anucu no
NPOM3BO/CTBY, YMAKOBKE M AHATH3Y MPOBEPEHBL, H YCTAHOBIIEHO MX COOTBETCTBHE TpeGoeannam Ilpasun Hannexaeh NPOH3BOACTBEHHOM

NpakTHKX EBpasuiickoro 3JKOHOMHYECKOTO COH03a».

Remarks : The Product conforms to ND /

M pumeuanne: [TpoaykT coorBeTcTBYeT TpebosaHuaM HJ

Opinion : APPROVED
ZaxaoueHuc: OJJOBPEHO

Prepared by / [loaroToeneHo:

D. Latha- Quality contrgl- Team
Member i/ 2

Member

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

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosoaurens

V. Prashanth - Quality Assurance- Team Member

Az !

Date / Jata: 31-01-2025

Date / data: 31-01-2025

Date / [lata: 31-01-2025




