Dr Re'ddy’s ‘_‘:‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
Ipoaykr: LieTpur® TabneTKy, NOKPHITHE ICHOYHOU 060moukoi, 10 Mr

Market / Poinox : Russia / Poccus

Batch No. / . B2501569 Batch Quantity / 955 KG /955 KT

Cepus No Pasmep cepuu

Analytical Repovrt No. / - 9002FP25001226 Date of Analysis / 24-05-2025

AHanuTHyeckuii oTueT Ne JaTta aHanusa

Date of Manufacture / . 15-04-2025 Date of Expiry / 31-03-2028

JlaTa npousBoacTBa I'ogen no

Mfg. License No. / MA ber: /

TIpousBoacTBeHHAs : 63/RR/AP/96/F/R fimoer: JITT-Ne(005456)-(PT-RU)
Howmep PY

nunueHsus Ne

Analysis performed according ND / Ananus npoBeaen no HJI: JITT-Ne(005456)-

(PI'-RU)-150524

Result / PesynabTaThl

Ne  [Test / IlokasaTens

Specification / Hopma

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on cross section. / Kpyrisie
NIBOSKOBBIITYKJIBIE TaONCTKH, TMOKPHITHIE
[UIEHOYHOM 000J104K0#l Genoro LeeTa, ¢
PUCKOM Ha OOHOM  CTOpOHE.
MOTIepeYHOM paspe3e — AApo 0enoro
[BETA.

1 Description / Onuncanne

Hanoutu Oenmoro 1mpera, ¢ pHCKOHl Ha OAHOH

White or off white coloured, round, biconvex
film coated tablet with a breakline on one side.
White to off-white core on cross section.

Kpyrisie JIBOSIKOBBITYKITBIE TabJIeTKH,
MOKpPHITEIE INEHOYHOH 0601104K0ii Oeioro Uiy

cTopoHe. Ha momepeuHoM paspese AApo o7
Oenoro 1o mo4yTH 6enoro LBeTa.

The retention time of the main peak in the
chromatogram of test solution comply]
with the retention time of the main peaki
in the chromatogram of Cetlrlzin
Hydrochloride reference
solution. /

Identification /
NaenTndpukanus

HPLC / BOXXX

standarxeference standard solution (section "Assay").

The retention time of the main peak in the
chromatogram of test solution should comply
with the retention time of the main peak in the
hromatogram of Cetirlzine Hydrochloride

Bpems YACp)XABAHUA OCHOBHOTO ITMKa Ha

Bpems yIepXKUBaHU OCHOBHOI'O IIHKA H
XPOMaTOrpaMMe HCIBITYEMOrO pacTBOP
COOTBETCTBYET BPEMEHM YIEPKHBAHH
OCHOBHOTO INHMKa Ha XpOMaTorpamm
ICTaHAapPTHOTO  pacTBOpa
rUIPOXIIOpULA.

umipmnﬂaiuenmmnua

(POMATOrpaMme  HCIBITYEMOTO  pacTBOpa
OJKHO COOTBETCTBOBATh BPEMEHH
JIEPKHBAHUA OCHOBHOTO IMKa Ha
poMatorpaMme  CTaHIApTHOTO  pacTBOpa
THIPOXJIOpHZA (pazmen
«KoH4ecTBEHHOE ONpeIeNICHUEN).

|

Remarks: The Product confirms to ND/
ITpumeyanne: IIpomykt cooTBeTCTBYET Tpebopanusm HJT

Conclusion: APPROVED /
3akmoyenue: OJOBPEHO

Prepared by / I[ToarotoeneHo: Checked by / ITpoBepeHo:
D. Latha - Quality control- Team N.V. Krishna - Quality control- Team
Member Member

Ll

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykooauresb
Ajay Kumar - Quality Assurance- Team
Member N

Print Date /ata: 26-05-2025 Print Date /[Jata: 26-05-2025

Print Date /daTa: 26-05-2025




Dr;Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
IMpoayxr: Letpua® TabneTky, HOKPHITHIE INIEHOYHOH 0601049K0H, 10 MT

Market / PeiHok : Russia / Poccus

Batch No. / . B2501569 Batch Quantity / 955 KG / 955 KT

Cepus No Pa3mep cepun

Analytical Repovrt No. / - 5002FP25001226 Date of Analysis / 24-05-2025

AHAIMTHYECKUH 0TUeT No Jarta ananusa

Date of Manufacture / . 15-04-2025 Date of Expiry / 31-03-2028

JlaTa npon3BOACTBA T'ogen no

Mfg. License No. / MA ber: /

IIponsBoACTBEHHAs! : 63/RR/AP/96/F/R ek JII-Ne(005456)-(PT-RU)
Homep PY

Juuensusa Ne

Analysis performed according ND / Auanus nposeges mo HJI: JITI-Ne(005456)-(PI'-RU)-150524

No Test / Iloxa3zaTenanb

Result / Pe3ynsTaThl

Specification / Hopma

UV- spectrophotometry /
Y- criexTpodoTomeTpus

Complies / CooTBeTCTBYET

The UV-spectrum of the test solution and the
Cetirizine Hydrochloride reference standard
solution in the range 200 nm to 400 nm should
exhibit maxima absorbance at about the same
wavelengths with an allowed variation of 2
nm. / Y ®-creKTpsl HOTTIOIEHIS HCILITYEMOTO
pactBopa M CTaHIApTHOTO  PacTBOPA
LeTHpH3WHA THAPOXIOpHAa B obnactu ot 200
no 400 HM JODKHEl HMMETH MaKCHMYMBI
MOTJIOLIeHMA TPHU OJHONM M TOH Xe [JIHMHE
BOJIHBI C JOITYCTAMBIM OTKJIOHEHUEM + 2 HM.

Water content/
ConepxxaHHne BOAbI

3.5% wiw / 3,5%

Not more than 8.0% /
He 6oxee 8,0 %

Uniformity of dosage units /
OAHOPOXHOCTH A03HPOBAHHBIX
eqMHAI

39/39

Acceptance value (AV) should be not more
than 15.0 / Iloka3zarens npuemiemoctd (AV)
inomkeH OBITE He Oonee 15.0.

Dissolution / PacTBopenue

100%, 100%, 100%, 100%, 101%, 101%

INot less than 80% (Q) of the labeled amount
of C21Ho5CIN,O5-2HCI (cetirizine
dihydrochloride) after 30 min. / He Menee
80 % (Q) 0T HOMMHAJIEHOTO COAEPKAHUA
Cz]stC!NzO;'ZHCI (uempnsm{a

imuruapoxsiopun) Yepes 30 MHH.

Remarks: The Product confirms to ND/
Ipumeuanue: [IpoaykT cooTBeTCTBYET Tpebopanuam HJT

Conclusion: APPROVED /
Zaxmouerne: OJJOBPEHO

Prepared by / IlonrorosneHo:
D. Latha - Quality control- Team

Member %

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

Member 2%

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoauTeNs
Ajay Kumar - Quality Assurance- Team

Member 7(7)

Print Date /MaTa: 26-05-2025

Print Date /JlaTa: 26-05-2025

Print Date /J1ata: 26-05-2025




Dr Réddy’s “:'.

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
IIpoaykT: Iletpua® TabneTKy, NOKPHITHIE ITIEHOYHOM 06onoukoi, 10 Mr

Market / Prinok : Russia / Poccus

Batch No. / . B2501560 Batch Quantity / 955 KG /955 KI"

Cepus Ne Pasmep cepun

Analytical Repovrt No./ - 2002FP25001226 Date of Analysis / 24-05-2025

AHajauTnyeckuii oTyer No Jarta ananuza

Date of Manufacture / . 15-04-2025 Date of Expiry / 31-03-2028

JlaTta npousBoacTBa T'onen oo

Mfg. License No. / MA number: /

IIpon3BoacTBEHHASN : 63/RR/AP/96/F/R " : JITI-Ne(005456)-(PT-RU)
Homep PY

JuneHsuns Ne

Analysis performed according ND / Ananus nposenen no HJI: JIII-Ne(005456)-(PT-RU)-150524

No |Test / TlokazaTeJsinb Result / PesyabTars! Specification / Hopma
6 Impurities / IIpumecn
Not detected / He obnapyxena
Impurity A /
[pumecs A Less than LOQ (LOQ = 0.010%) / Not more than 0.2 % / He 6omnee 0,2 %
Impurity B / Hike npenena KOMTHYECTBEHHOTO
[pumecs B onpenenenus (ITKO = 0,010%) Not more than 0.2 % / He 6onee 0,2 %
Impurity C/
[Ipumecs C Less than LOQ (LOQ = 0.017%) / Hixie [Not more than 0.2 % / He 6omnee 0,2 %
Impurity D / npenena KONMYeCTBEHHOIO OTpeie/leH I
[Tpumecs D JIIKO =0,017%) INot more than 0.2 % / ue 6onee 0,2 %
Impurity E / '
[Tpumecs E Not detected / He o6HapyxeHa Not more than 0.2 % / He 6onee 0,2 %
Impurity F/
[Mpumecs F 0.04% / 0,04% Not more than 0.2 % / ue 6onee 0,2 %
Any individual unidentified Less than Limit of Detection (LOD =
impurity / JIro6as equHHYHast 0.015%) / Hmxe npenena obHapyxenus [Not more than 0.2 % /
HeuaeHTHOHUHpoBaHHas mpuMeck [(T10 = 0,015%) He 6onee 0,2 %
0.07% / 0,07%
| ‘Total impurities / 0.2% / 0,2% {Not more than 2.0% /
| Cymma npumeceii | He 6onee 2,0%
{7 Assay / KonndecTrBeHHoe Not less than 9.0 mg and not more than
omnpeejieHHe 11.0 mg C3H25CIN203-2HCI (cetirizine
dihydrochloride) in tablet (between 90,0 %
g land 110,0 % of label claim)./ Ot 9,0 Mr 110
: ’ 11,0 mr Ca1H25CIN>O5-2HCI (uetupuznna
nuruapoxiopun) B rabnerke (ot 90,0 % no
110,0 % OT HOMHHAIIEHOTO COAEPKAHHA).

Remarks: The Product confirms to ND/
ITpumeuanue: IIpomykT cooTBeTCTBYET TpebopanusaM HJJ

Conclusion: APPROVED /
3axmouenne: OJOBPEHO

Prepared by / IlogrororneHo:
D. Latha - Quality control- Team

Member ;

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

/

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoBoautens
Ajay Kumar - Quality Assurance- Team
Member ~

Print Date /TaTta: 26-05-2025

Print Date /Jlata: 26-05-2025

Print Date /JaTa: 26-05-2025




Dr.Reddy’s €z¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
IpoaykT: LleTpuH® TabNeTKH, MOKPHITHE IUIEHOYHOH 060I0UKOH, 10 mr

Market / Prinox : Russia / Poccns

Batch No. / . B2501569 Batch Quantity / 955 KG /955 KT

Cepust No Pasmep cepnu

Analytical Repovrt No. / - 9002FP25001226 Date of Analysis / 24-05-2025

AHaJIHTHYeCKHii 0TYeT Ne Jara anannsza

Date of Manufacture / . 15-04-2025 Date of Expiry / 31-03-2028

JlaTa npon3BOACTBA T'ogen no

Mfg. License No. / MA number: /

TIpon3BoACTBEHHAS : 63/RR/AP/96/F/R - JITI-Ne(005456)-(PT-RU)
Homep PY

nuneH3ns Ne

Analysis performed according ND / Ananus nposenen no HA: JITI-Ne(005456)-(PT-RU)-150524

]N! Test / IlokasaTenb

Result / PesyabTaTh!

Specification / Hopma

8 Subdivision of tablets /
Jlenenne Ta01eToK

Complies / COOTBETCTBYET

The tablets comply with the test, if not more
than 1 individual mass is outside the limits of
85 % to 115 % of the average mass. The
tablets fail to comply with the test, if more
than 1 individual mass is outside these limits
or, if 1 individual mass is outside the limits of
75 % to 125 % of the average mass. /
TabneTky COOTBETCTRYIOT TPEOOBAHUAM, €CITH
He Gonee 1 eqMHUYHAsA Macca OTKIIOHAETCS 33
npenens 85%-115% oT cpenneit MacChL
TabneTkH He COOTBETCTBYIOT TpeOOBaHUAM,
eciii OoJiee yeM | HHIMBHIAyaslbHAs Macca
OTKJIOHAETCS OT 3THX IPeNesIoB WIH, ecd 1
HHIMBHAYaIbHAs Macca OTKIOHAETCA 3a
npenesbl 75%-125% oT cpeiHel MacChl.

9 Microbiological purity* /
MukpoduoJioruyeckas
unHcroTa®

Obmee grcno a3poOHBIX
MHKPOOPraHH3MOR

b) Total combined yeasts and
mould count / O6imee 9uciio

c) E. coli

a) Total aerobic microbial count /

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

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

JIPOMGKEBBIX U INIECHEBBIX l"pI/I6OB |

|
i Absent in 1g / OtcyTctByeT B I
|

INot more than 1000 CFU/g /
IHe 6omnee 1000 KOE/r

i
Not more than 100 CFU/g /
He 6onee 100 KOE/r

I
|Shal] be absent in 1g/ OtcyrcTBHE B 1 T

Remarks: The Product confirms to ND/
IMpumeyanue: IIpoaykT cooTBeTCTBYET TpeboBanusaM HJT

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Prepared by / IloarorosneHo:
D. Latha - Quality control- Team

Member g

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

Member [g

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoaurens
Ajay Kumar - Quality Assurance- Team
Member n

A

Print Date /[Jarta: 26-05-2025

Print Date /MTata: 26-05-2025

Print Date /Jlara: 26-05-2025




[ ) L . .
Y °® CERTIFICATE OF ANALYSIS
Dr. Reddy S ‘-’ CEPTH®UKAT AHAJN3A
Product: Cetrine film coated tablets, 10 mg
TIpoaykr: IleTpus® TabneTKy, NOKPHITHIE TIEHOYHOM 0605104K0MH, 10 Mr

Market / Poinok : Russia / Poccns

Batch No./ : B2501569 Batch Quantity /. o551 /955 kT

Cepus No Pasmep cepuu

Analytical Repourt No./ . 2002FP25001226 Date of Analysis / . 04-05-2025

AHanuTHYecKMii oTyeT No HaTta ananuza

Date of Manufacture / . 15-04-2025 Date of Expiry / . 31-03-2028

JlaTta npon3BoacTBa I'ogen no

Mfg. License No. / MA number: /

IIpousBoACTBEHHAS : 63/RR/AP/96/F/R ) JITT-Ne(005456)-(PT-RU)
Homep PY

JuueH3us Ne

Analysis performed according ND / Ananu3 npoeegen mo H/I: JIII-Ne(005456)-(PT-RU)-150524

No 'Test / ITokazaTesn Result / PesynbTaThl Specification / Hopma

10 Package / YnakoBka 10 tablets in PVC/PVDC//aluminum 10 tablets in PVC/PVDC//aluminum blister. 2
blister. 3 blisters and patient information or 3 blisters and patient information leaflet in
leaflet in a carton. / ITo 10 TabneTok B 1a carton. /

MBX/MTIABX//amomunnesom 6nuctepe. ([To 10 Tabnerok B

[To 3 6nmcTepa BMecTe ¢ TUCTKOM- [MBX/TTABX//antomuunesom Oxmctepe. 1o 2
BKJIA/IBIIEM YIIAKOBAHBI B MAYKY uiH 3 61ucTepa BMECTE C JINCTKOM-
KapTOHHYIO. BKNAMBIIIEM YITaKOBaHBI B [IAYKy KapTOHHYIO.

*Test is performed periodically with the interval of 1 from 20 batches, or at least once a year. The test can be absent in the
Certificate of Analysis / [IpoBoauTcs mMpou3BOAUTENIEM IPH BHIITyCKe TIEPUOIUIECKH: Ul Kaxxoi 20-o0if cepuu win He MeHee 1
paza B ron. [Tokazarens MoxeT GBITh He BKIOueH B CepTU(UKAT aHaTN3a GUPMEL

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

INpumeuanmne: IIpoaykT cooTBeTCTBYET TpeboRaHuIM HJL 3akawyenne: OJJOBPEHO

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

D. Latha - Quality control- Team N.V. Krishna - Quality control- Team Onobpeno: Menemxep / PykoBoauTens

Member Member Ajay Kumar - Quality Assurance- Team
L&,____. % Member C/C?

Print Date /JTata: 26-05-2025 Print Date /Jlata: 26-05-2025 Print Date /aTa: 26-05-2025




. 0.
Dr. Reddy’s ".. CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A
Product: Cetrine film coated tablets, 10 mg
Hpoaykr: Letpun® TabneTky, MOKPLITHE TWIEHOYHOH 000109Kk0i, 10 Mr
Market / PeiHOK : Russia / Poccus
Batch No. / : B2501569 Batch Quantity /. 9551 /955 kT
Cepus Ne Pasmep cepun
Analytical Repovrt No. / - 2002FP25001226 Date of Analysis / . 24-05-2025
AHanuTHYeCcKUi oTueT Ne HMarta anannza
Date of Manufacture / . 15-04-2025 Date of Expiry / . 31-03-2028
JaTa npou3BoacTBa T'omen oo
Mfg. License No. / MA number: /
IIpousBoacTBeHHAs : 63/RR/AP/96/F/R N : : JIII-Ne(005456)-(PI'-RU)
Homep PY
JuueH3us Ne
Analysis performed according ND / Auanuns npoeeaen no HJI: JITI-Ne(005456)-(PT-RU)-150524

API name / HanmenoBanue A®C: Cetirizine dihydrochloride / IleTupusnHa AUTUAPOXIIOPHL

INN / MHH: Cetirizine / Iletupuzun

API manufacturer batch number / BT00-24080, BT00-24080

Howmep cepun npoussoaurtenss APC:

FP Manufacturer API Batch number / ' FBRAO00641, FBRA00661

Homep cepum cy6cTanuuu npoussoautens LJID:

API Manufactured by & country / Glochem Industries Pvt. Ltd., India /

ITponseoaurenn A®C, cTpana: I'noxem Mupactpuec I18T. Jta., UHnms

Name, address, authorization No for FP Formulation Tech Ops — II, Survey No. 42p, 43, 44p, 45p, 46D,

manufacturing site / Control site / Release site / 53, 54883, Bachupally Village, Bachupally Mandal, Medchal

HaumenoBaHue, afgpec, JIMIEH3U A1 : Malkajgiri Distrist — 500090, Telangana State, India (license No

IMpouzeoacrBennas muomanka / Ilnomaaka KOHTPOIsA 63/RR/AP/96/F/R). / IIpousBoacTBEHHOE MoApasaencHue-11,

kadecTBa / Ilnomagka BbIMycKa Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54&83, bauynamim

Bwinagx, baaynamwm Masgan, Memgaan Manakajokrupu
Huctpukt — 500090, mrar Tenanrana, Muaus (JInnensus 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 (GMP/EAEU/RU/00573-2022) 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».

3axuriogenne o cooTBeTcTRAA: «HacTosmmM 5 MoATBEpA&IAiO, ITO NPHBEACHEAN BHIIEC MH(POPMANNA ABJIACTCA NOCTOBEPHON M
TOuHON. DTa Ccepud MPOXYKLUHMH MpOH3BedeHa (BK/MOYasd YMakoBKY (MapKHPOBKY) M KOHTPOJIb KadeCcTBa) Ha BBIMICYKa3aHHOH
MPOU3BOJICTBEHHOM TUTOMNIa ke (IUIOMANKaX) B MIOJIHOM COOTBETCTBHH ¢ TpeGoanmsamu [IpaBan Hajuiexkaliell MpOM3BOACTBEHHOH
npakTuky EBpasuiickoro 3xoHommdeckoro cow3a (GMP/EAEU/RU/00573-2022) u T1peboBaHWAMM KOHTPONISL KadecTBa
JIEKAPCTBEHHBIX CPEICTB, @ TAKXKE B COOTBETCTBHH CO CTELM(HKALMAME, COAEPXKAIMAMUCA B PETHCTPAITMOHHOM JIOChE CTPaHkI-
HUMIOPTepa. 3amicH [0 NPOM3BOACTBY, YNIAKOBKE M AHANM3Y NMPOBEPEHBI, H YCTAHOBICHO MX COOTBETCTBHE TpeGoBanusm Ilpasun
HajJiexalled Mpou3BOACTEBeHHOM npakTHkH EBpa3suiickoro 3kOHOMHIECKOT0 COIO3a».

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

IIpumeuanne: [TponyxT cooTBeTcTBYET TpeboBanmsim HJI 3akmodenne: OJOBPEHO

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

D. Latha - Quality control- Team N.V. Krishna - Quality control- Team Onob6peHo: Menemxep / PykoBonurens

Member Member Ajay Kumar - Quality Assurance- Team
\—gi/— A Member V,\?

Print Date /Hata: 26-05-2025 Print Date //lata; 26-05-2025 Print Date /JTata: 26-05-2025




