Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
Product: Cetrine film coated tablets, 10 mg
IIpoaykr: IerprH® TabieTku, NOKPHITHIE MIEHOYHOH 060704koii, 10 mr
Market / Poinok : Russia / Poccus
patch No. / . B2500051 Batch Quantity / . 955KG/955 KT
Cepusa Ne Pazmep cepun
Analytical Repovrt No. / . 2002FP25000031 Date of Analysis / . 13-01-2025
AHanuTHYeCKUIi oTHeT No JlaTta aHain3a
Date of Manufacture / . 20-12-2024 Date of Expiry / . 30-11-2027
JlaTa mpou3BoACTBA T'ogen o
Mfg. License No. / MA ber: /
TponssoacTBeHnas : 63/RR/AP/96/F/R fum oer JIIT-Ne(005456)-(PT-RU)
Homep PY
nuuensusi Ne
Analysis performed according ND / Ananus nposegen mo HJI: JITI-Neo(005456)-(PI'-RU)-150524

No est / TloxasaTenn Result / PesynnTaThl Specification / Hopma

1 Description / Onucanue : White coloured, round, biconvex film/White or off white coloured, round, biconvexi
coated tablet with a breakline on one side |film coated tablet with a breakline on one side.
White core on cross section. / KpyrasieWhite to off-white core on cross section.
TBOSIKOBBITIYKJIBIC TaOJIETKH, noxpsrmakpyrnme JIBOSKOBBIITYKIIbIE TabnerKu,

ruieHO4HOH 060Js0Ykoi Georo IBeTa, COKPHIThIE INIEHOUHO 0600uKo# 6e10ro My
puckoii Ha ogHoii cropoHe. Hanouru Genoro 1mpera, ¢ pUCKOH Ha OXHOH
morepeyHoM paspese — sanpo GenorocropoHe. Ha momepednom paspese saapo oT
LBeTa. Genoro mo nourn 6enoro uBeTa.

2 Identification / The retention time of the main peak in theThe retention time of the main peak in the
NaenTndurxanus chromatogram of test solution complychromatogram of test solution should comply|
with the retention time of the main peakiwith the retention time of the main peak in the
HPLC / BOXX in the chromatogram of Cetirizinechromatogram of Cetirizine Hydrochloride
Hydrochloride reference standardreference standard solution (section "Assay").
solution. / Bpems ymepKuBaHHMsS OCHOBHOTO NHMKAa Ha
BpeMs yaep:KMBaHUsI OCHOBHOTO MMHKA HAXPOMATOTpaMME  HCIIBITYEMOTO paCTBopaI
XpOMAaTOrpaMMe HCIBITYEMOTrO PacTBOPANOIIKHO COOTBETCTBOBATh BpEMEHH
COOTBETCTBYET BPEMEHH YACPHKHUBAHHAYAEPKHBAHNA OCHOBHOTO nvKa  Ha
OCHOBHOTO IHKa Ha XpOMAaTOTpamMMEXpoMaTorpaMMme  CTaHAapTHOTO  pacTBopa
CTaHIApPTHOrO PAacTBOpa  LETHPH3HMHALIETHPH3HHA TUAPOXJIOpHIA (pazzmen
THAPOXJIOpHUIA. «KonuuecTBeHHOE ONpEneICHHER).

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Ipumeuyanune: IIponykr coorBercTByeT TpeboBanmsam HJ{ 3axawuenne: OJJOBPEHO

Prepared by / IToarororneso: Checked by / IIpoBepeHo: Approved by: Manager/Executive /

Y. Venkateswarao- Quality K.V.V. Satyanarayana - Qualit Ono6peHo: Menemxkep / PykoBoaurens
control- Team Cgember control- Team Member é/ Ajay Kumar - Quality Assurance- Team

Member N

A

Print Date /Hata: 13-01-2025 Print Date /Mata: 13-01-2025 Print Date /[TaTa: 13-01-2025




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHOPHUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

IMpoayxr: Ierpun® TabneTku, NOKPHITHIE IIICHOYHO 06omoukoH, 10 Mr

Market / Prinok : Russia / Poccus

Batch No. / . B2500051 Batch Quantity / 955 KG /955 KT

Cepus Ne Pasmep cepuu

Analytical Repo“rt No./ . 2002FP25000031 Date of Analysis / 13-01-2025

AHanuTH4YecKHii oT4eT Ne HMara ananusa

Date of Manufacture / . 20-12-2024 Date of Expiry / 30-11-2027

JlaTa npou3BOACTBA Toxen xo

Mfg. License No. / MA number: /

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

Juuen3usa Ne

Analysis performed according ND / Anann3s npoBegen mo HJL: JITI-Ne(005456)-(PI'-RU)-150524

No est / IloxazaTens

Result / Pe3ynbTaTsi

Specification / Hopma

UV- spectrophotometry /
V®- ciektpodoToMeTpust

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 ®-cnekTphl NOrJoMeHUs HCTIBITYEMOTQ
pacTBOpa W CTaHAapTHOTO  pacTeBopa
LIeTHPH3HHA THOpoxJiopuaa B-06nactu ot 200
o 400 HM HODKHEI UMETh MaKCHMYMEI
MOrAOUIeHUs TPH OOHOM M TOH Xe IUIHHE
BOJTHBI C JOTyCTHMBIM OTKJIOHEHHEM =+ 2 HM.

3 ‘Water content/

Not more than 8.0% /

CAVHHI

Copepaxanne BoIbI 2.7% wiw [ 2,7% He Gonee 8,0 %
4 Uniformity of dosage units / Acceptance value (AV) should be not more
OAHOPOAHOCTH JO3UPOBAHHBIX 2.6/2,6 than 15.0 / Tlokazarens npuemnemoctu (AV)

o/keH OkiTE He Donee 15,0.

5 Dissolution / PacTBopenue

98%, 100%, 100%, 101%, 99%, 100%

Not less than 80% (Q) of the labeled amount
of C21H2sCIN205-2HCI (cetirizine
dihydrochloride) after 30 min. / He meHee
80 % (Q) OT HOMHHANLHOIO COJAEPKAHMA
C21H2sCIN20;3-2HCI (uerupuzusa
imurugpoxnopun) uepes 30 MuH.

Remarks: The Product confirms to ND/

Ipumeuanne: ITponykT cooTBercTByYeT Tpebopanmwsim HJL

Conclusion: APPROVED /
3axmogeane: OJJOBPEHO

Prepared by / IloarorosneHo:
Y. Venkateswarao- Quality

control- Team/ngber

Checked by / IlporepeHo:

K.V.V. Satyanarayana - Qualj
control- Team Member

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBogurens
["Ajay Kumar - Quality Assurance- Team
Member ~

Print Date /dara: 13-01-2025

Print Date /data: 13-01-2025

Print Date /Hara: 13-01-2025




Dl". Reddy’s Qf‘

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Hpoaykr: IetpyH® TabneTkH, MOKPLITHE NMEHOUHOH 06onoukoi, 10 Mr

Market / PoiHOK : Russia / Poccus

Batch No. / . B2500051 Batch Quantity / 955 KG /955 KT

Cepus Ne Pasmep cepun

Analytical Repo“rt No. / . 2002FP25000031 Date of Analysis / 13-01-2025

AHanuTHYecKHii oTueT No Jarta ananuza

Date of Manufacture / . 20-12-2024 Date of Expiry / 30-11-2027

JlaTa npou3BoacTBa Togen go

Mifg. License No. / MA number: /

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

JHNEeH3Hs No

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

Ne  [Test / IloxazaTeas Result / Pe3ynbTaTn! Specification / Hopma
6 Impurities / lIpumecu Less than Limit of Detection (LOD =
0.005%) / Huxe nipenena oOHapyxeHUs
Impurity A / (110 = 0,005%)
ITpumecs A Not more than (0 2.% / ve nnee (1,2, %
Impurity B / 0.01%/0,01%
[Ipumecs B Not more than 0.2 % / ue 6onee 0,2 %
Impurity C / Less than LOQ (LOQ = 0.017%) / Huxe
IIpumecs C npenena KoJimdecTBeHHoro onpeaeneHudNot more than 0.2 % / He Gonee 0,2 %
Impurity D / (IIKO = 0,017%)
[Ipumecs D 'Not more than 0.2 % / ne 6onee 0,2 %
Impurity E / Less than LOQ (LOQ = 0.003%) / Huxe
[pumecs E npenena KOJIH4eCTBeHHOro onpenencHusNot more than 0.2 % / ne 6onee 0,2 %
Impurity F / (ITKO = 0,003%)
[Tpumecs F Not more than 0.2 % / ve 6onee 0,2 %
0.03%/0,03%
Any individual unidentified
impurity / JIro6as equHUYHas Less than Limit of Detection (LOD =  [Not more than 0.2 % /
HeuaeHTHQUUUMpOoBaHHas npumeck (0.015%) / Huke npenena obHapyxeHus |He Gonee 0,2 %
(ITO = 0,015%)
0.07%/0,07%
Total impurities / INot more than 2.0% /
Cymma npumeceit 0.2% / 0,2% He 6onee 2,0%
7 Assay / KoaudecTBeHHOE Not less than 9.0 mg and not more than
onpejesieHHe 11.0 mg C1HzsCIN,O3-2HCI (cetirizine
10.00 mg / 10,00 Mr dihydrochll:)ride) in table:t (between 90,0 %
100.0% / 100.0% and 110,0 % of label claim)./ Ot 9,0 Mr mo
’ 11,0 mMr C21H»5CIN203-2HCI (uetupusysa
nurugpoxsopua) B tabaetke (ot 90,0 % mo
110,0 % OT HOMHHAIBEHOTO COAEPIKAHHA).

Remarks: The Product confirms to ND/
Hpumeuanue: IIponykTt cooTBeTcTRYET TpeboBanuaM HJJ

Conclusion: APPROVED /
3axmouyenne: OJIOBPEHO

Prepared by / IloarotosneHo:

Y. Venkateswarao- Quality

control- Team gcmber

Checked by / ITpoeepeHo:

K.V.V. Satyanarayana - Quality
control- Team Member

Approved by: Manager/Executive /

Onobpeno: Menemkep / Pykoonutens
'ﬁjay Kumar - Quality Assurance- Team
Member )]

cd

Print Date /JTata: 13-01-2025

Print Date /Hata: 13-01-2025

Print Date //Tata: 13-01-2025




D'r. Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJTHU3A

Product: Cetrine film coated tablets, 10 mg

Ipoaykr: LerpuH® TabIeTKH, HOKPHITHIE IIICHOYHOH 060s10uko#, 10 Mr

Market / Poinok : Russia / Poccust

Batch No. / . B2500051 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pasmep cepun

Analytical Repovrt No./ . 2002FP25000031 Date of Analysis / 13-01-2025

Ananurnyecknii oTyeT No JaTa ananauza

Date of Manufacture / . 20-12-2024 Date of Expiry / 30-11-2027

JlaTa npon3BoACTBA T'omen no

Mfg. License No. / MA ber: /

TpousBoxcTBeRHAs : 63/RR/AP/96/F/R number: :  JIII-Ne(005456)-(PT-RU)
Homep PY

JuuneH3ust Ne

Analysis performed according ND / Anaau3s nposenen mo HJI: JIII-Ne(005456)-(PT™-RU)-150524

Result / Pe3yabTaTht

Specification / Hopma

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. /
TabneTku COOTBETCTBYIOT TPEOOBAHUAM, €CIIH
He Gonee 1 egHMYHAs Macca OTKIOHSETCS 3a
npenenst 85%-115% ot cpenneii Maccsl.
Tabnerkn He COOTBETCTBYIOT TPEOOBAHUAM,
ecs 6onee uem 1 MHAMBUIYallbHAS Macca
OTKNIOHAETCS OT STHX [IPEHCIIOB M, ecnu 1
WHOMBMAYAILHAA Macca OTKIOHSETCS 3a
npenens! 75%-125% oT cpeaHel Macchl.

Ne Test / IloxaszaTean

8 Subdivision of tablets /
/lenenne TabneToK

9 Microbiological purity* /
MukpobHoJornyecKas
qucTOTA*

Ob611ee 4KcIo a3poOHBIX
MHKPOOPTaHHU3MOB

b) Total combined yeasts and
mould count / O6inee uucio

c) E. coli

a) Total aerobic microbial count /

IPOKKEBBIX H IJICCHEBEIX FpI/I60B

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

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

Absent in 1g / OtcyrcTByeT B Ir

INot more than 1000 CFU/g /
He 6onee 1000 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/T

Shall be absent in 1g/ OtcyTcTBHE B 1 T

Remarks: The Product confirms to ND/
Ipumeuanue: IIponykT cooTeeTcTBYET TpeboBaHusaM HIT

Conclusion: APPROVED /
3axkmwuenne: ONOBPEHO

Prepared by / TlogrotoeneHo:
Y. Venkateswarao- Quality

control- Team Bﬁ;‘iber

Checked by / IlpoeepeHo:
K. V.V, Satyanarayana - Qual
control- Team Member

ia-j}/

Approved by: Manager/Executive /

- Omobpeno: Menemxep / PykoBoauTens
Ajay Kumar - Quality Assurance- Team
Member o

cel

Print Date /JTara: 13-01-2025

Print Date /[Tata: 13-01-2025

Print Date /ITata: 13-01-2025




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
Ipoaykrt: Ietpua® TabneTku, MOKPHITHE MNIEHOUHO 00071049k, 10 MI

Market / PeiHok : Russia / Poccus

Batch No. / . B2500051 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pa3zmep cepun

Analytical Repo0rt No./ . 2002FP25000031 Date of Analysis / 13-01-2025

AnajguTHYecKknii oTyer Ne JlaTa ananusza

Date of Manufacture / . 20-12-2024 Date of Expiry / 30-11-2027

JlaTa npou3BoacTBa T'onen no

Mfg. License No. / MA ber: /

TIponsBoacTEeHHAS : 63/RR/AP/96/F/R numoer: JIT-Ne(005456)-(PT-RU)
Homep PY

auuensus Ne

Analysis performed according ND / Ananns nposeaen o HJI: JIII-Ne(005456)-(PT'-RU)-150524

INe Test / Iloxa3aTein

Result / Pe3ynsTaThI

Specification / Hopma

10 Package / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 2 blisters and patient information
leaflet in a carton. / ITo 10 Tabnerok B
[MBX/TIABX//amoMununesom 6nuctepe.

10 tablets in PVC/PVDC//aluminum blister. 2
or 3 blisters and patient information leaflet in
a carton. /

ITo 10 TabGierox B

[To 2 6mHcTepa BMeCTe C JTIMCTKOM-
BKNAALILIEM YITAKOBAHBI B IAYKY
KapTOHHYIO.

[IBX/TIIBX//amomunruesom 6muctepe. Ilo 2
M 3 GnucTepa BMECTE C JIMCTKOM-
BINIAJBILIEM YIIAKOBAHEI B [TAYKY 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 / IIpoBOAUTCS IPOU3BOAKTENEM [IPH BEIYCKE IEPHOAMYECKH: IS kKaxkaoH 20-0i cepuH UM He MeHee 1
paza B rof. Ilokazarens MoxxeT OBITE He BIUTIOYeH B CepTHdHKaT aHami3a GUpMBL.

Remarks: The Product confirms to ND/
Ilpumeuanne: IIpoaykT cooTBeTcTBYET TpebosaHusM HJI

Conclusion: APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / IToarorosneHo:
Y. Venkateswarao- Quality

control- Team Mzgaer

Checked by / IlpoeepeHo:

K.V.V. Satyanarayana - Quality
control- Team Member d/

Approved by: Manager/Executive /
OnobpeHo: MeHemxkep / PykoBoaurens
Ajay Kumar - Quality Assurance- Team
Member N

Print Date /J1ata: 13-01-2025

Print Date /[1ara: 13-01-2025

Print Date /Tara: 13-01-2025




Dr.Reddy’s Q':‘.

CERTIFICATE OF ANALYSIS
CEPTUHDOHUKAT AHAJINU3A
Product: Cetrine film coated tablets, 10 mg
IMpoaykr: Lerpuu® TabneTky, NOKPHITHE MNEHOYHOH 060104K0M, 10 Mr
Market / PoiHok : Russia / Poccus
Batch No. / : B2500051 Batch Quantity / . 955KG/955 KT
Cepus N\e Pasmep cepun
Analytical Repo“rt No./ . 2002FP25000031 Date of Analysis / . 13-01-2025
AHajJuTHYeCKHil oT9eT No JlaTa aHanu3a
Date of Manufacture / . 20-12-2024 Date of Expiry / . 30-11-2027
Jata mpon3BoAcTBa T'ogen oo
Mfg. License No. / MA ber: /
TIpon3BoAcTBERHAS : 63/RR/AP/96/F/R number: :  JI-Ne(005456)-(PT-RU)
Homep PY

JuIeH3HA Ne
Analysis performed according ND / Anaaus nposegen no HJL: JIII-Ne(005456)-(PT-RU)-150524

API name / HaumenoBanne ADC: Cetirizine dihydrochloride / IleTpHU3viHa TMIMAPOXJIOPHI

INN / MHH: 3 Cetirizine / Llerupuzun

API manufacturer batch number / BT00-24061

Homep cepuu npounsBoguteias ADC:

FP Manufacturcr API Batch number / FBRA00567

Homep cepun cyGeTaHIuu npoussogurens IJIP:

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

IIponspoantens A®C, cTpana: I'noxem Mupacrpuec IIBT. JIta., UHaus

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

manufacturing site / Control site / Release site / 53, 54&83, Bachupally Village, Bachupally Mandal, Medchal

HanmeHoBaHue, agpec, JHUEH3HS A Malkajgiri Distrist — 500090, Telangana State, India (license No

IIponssoacreeHHass miomaaka / Iltomanaxka KOHTpoOJIs 63/RR/AP/96/F/R). / TlpouseoncteenHoe noapasaenenue-1II,

kavyecrBa / Ilnomaaka Beinycka Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54&83, bauynamm

Bumnagsx, bauynamny Mannan, Menuan ManakamKkrupu
Hucrpukr — 500090, wrat Tenanrada, Hanus (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 (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».

3axodenne o cooTBercTBHM: «HacTOAIMM 5 TTIONTBEPAKIALD, UTO MPUBEAECHHAS BBILEC MHPOpMAIHA ABIAETCA NOCTOBEPHOH U
TOYHOM. DTa cepus MPOAYKIMM TMpou3Be/eHa (BKTIOHAs YNAKOBKY (MapKHPOBKY) M KOHTDOJb KayecTBa) Ha BbILICYKa3aHHOM
IPOH3BOACTBEHHOM TIONa/Ke (TUIOLAKAX) B HONHOM COOTBETCTBHH C TpeGoBaHHAMY IIpaBun Hajulexalllell IPOH3BONCTBEHHOH
npakTuku EBpasuiickoro 3skoHommdeckoro cotosza (GMP/EAEU/RU/00573-2022) u TpeGOBaHMAMM KOHTDOJIA KauecTBa
JIEKApCTBEHHEIX CPEJCTE, & TAKKE B COOTBETCTBHH CO CHEUH(UKAIMAMH, CONEPXAUMMKCSI B PETHCTPALMOHHOM JI0Che CTPaHBL-
MMIIOpTepa. 3aIiCK 10 MPOUM3BOACTBY, YIIAKOBKE M aHANU3Y NPOBEPEHB], M YCTAHOBJIEHO MX COOTBETCTBHE TpeGoBaHmMM IIpasun
HajiIeXaLIEH POU3BOCTBEHHOM NPakTUKH EBpasuiickoro 3kKOHOMHYECKOTO COI03a%.

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

Ipumeuanne: Ipoaykt cooTeeTcTByeT Tpebopanusam HJT 3axaroyenne: OJJOGPEHO

Prepared by / IToarotroeneHo: Checked by / IlporepeHno: Approved by: Manager/Executive /

Y. Venkateswarao- Quality K.V.V. Satyanarayana - Quality Ono6peno: Menemxkep / PykoBoautens

control- Team MW& control- Team Member d_/rﬂjay Kumar - Quality Assurance- Team
Member C/Q

Print Date /J{ata: 13-01-2025 Print Date /Tata: 13-01-2025 Print Date /Mara: 13-01-2025




