Dr. Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIN3A
Product: Cetrine film coated tablets, 10 mg
Hpoayxkr: LletpuH® TabaeTkH, MOKPHITEIE MIEHOYHOM 060J104K0i, 10 Mr
Market / PoiHok : Russia / Poccus
Batch No. / : B2404113 Eatch Ouani/ . 955KG/955 KT
Cepus Ne Pa3zmep cepun
Analytical Repourt No./ . 2002FP24003141 Date of Analysis / . 31-12-2024
AHaauTH4yecknii oryer No JaTa ananusza
Date of Manufacture / . 16-12-2024 Date of Expiry / . 30-11-2027
Jara npousBoacTBa Tonen no
Mfg. License No. / MA ber: /
TIponsBoacTBeHHAs . : 63/RR/AP/96/F/R ikl JII-Ne(005456)-(PT-RU)
Homep PY
JHIEeH3us Ne
Analysis performed according ND / Ananus nposegen no HJI: JITT-Ne(005456)-(PI-RU)-150524

o Test / Iloka3arens Result / PesyabTaTsr Specification / Hopma
1 Deseription / Onucaune 'White coloured, round, biconvex filmWhite or off white coloured, round, biconvex
coated tablet with a breakline on one side./film coated tablet with a breakline on one side.
White core on cross section. / KpyrneieWhite to off-white core on cross section.
TBOSIKOBBINYKJIBIE TaOJIETKH, noxparrsgl(pyrnme JBOSIKOBBIITYKJIBIE TabJIeTKH,

MUIEHOYHOH 060J0uKoii 6enoro upera, CNOKPHITHIE INIEHOYHOM 060JI0UKO#i Genoro uny
puckoi Ha ofHOM cropoHe. Hamoutw Gemoro IBera, ¢ PHCKOM Ha OIHOM
momepedyHoM paspese — sapo Genorocropone. Ha monmepeynom paspese  sampo 0T
. BeTA. Gesoro 1o noyrtu Gesnoro upera.

2 Identification / The retention time of the main peak in theThe retention time of the main peak in the
WaerTnduxanus chromatogram of test solution complychromatogram of test solution should comply
with the retention time of the main peakjwith the retention time of the main peak in the
HPLC / B3XX in the chromatogram of Cetirizinechromatogram of Cetirizine Hydrochloride
Hydrochloride  reference standardreference standard solution (section "Assay").

solution. / Bpems ynmepxviBaHMS OCHOBHOrO IIHKAa Ha
Bpems yaep:xMBaHHA OCHOBHOTO NHKA HAXPOMATOrpaMMeé  HMCIIBITYEMOTO  PacTBOP.

XpOMaTOrpaMMe HCIBITYEMOIo PacTBOPAIOIKHO COOTBETCTBOBATH BpEMEHH
COOTBETCTBYET BPCMEHH YACP)KHBaHHAYACPIKUBAHHSA OCHOBHOTO nHKa HA
OCHOBHOI'O TIHK4 Ha XpOMaTOrpamMMeXpOMaTorpaMMe CTaHAApTHOrO  PacTBOp

CTaHZAapPTHOTO pAacTBOpa  UETHPH3IMHALECTHPHIUHA THAPOXJIOpHAA (pasnen
rUApOXAOpULIA. «KonuuectBeHHOE OIpEiEICHHEY).

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Hpumeuanne: IIponykTt cooreercrByet Tpebosanusam HJI 3aknwuenne: OJIOGPEHO

Prepared by / ITogrorosseno: Checked by / ITpoBepeno: Approved by: Manager/Executive /

D. Latha- Quality control- K.V.V. Satyanarayana - Qualit Onpobpeno: Menemxep / PykoBoaurens
Team Member i ( Z . control- Team Member L/I/_ V. Prashanth - Quality Assurance- Team

Member

W)
Print Date /[Tata: 31-12-2024 Print Date /ara: 31-12-2024 Print Date /[]ata: 31-12-2024
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Dr.Reddy’s q;.'

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
Hpoaykr: LetpuH® Tabnetky, MOKpPHITHIE TIEHOYHOM 060n0ouKkoil, 10 Mr

Market / PoiHok : Russia / Poccus

Batch No. / . B2404113 Batch Quantity / 955 KG / 955 KT

Cepust Ne Pazmep cepun

Analytical Repovrt No./ - 2002FP24003141 Date of Analysis / 31-12-2024

AHaJIMTHYeCKHIi oTueT No JlaTra anaausa

Date of Manufacture / . 16-12-2024 Date of Expiry / 30-11-2027

JlaTa npou3BoAcTBA T'ogen oo

Mfg. License No. / MA ber: /

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

JHLIEH3HA Ne

Analysis performed according ND / Ananns nposegen o H/I: JIII-Ne(005456)-(PI'-RU)-150524

Ne

Test / IlokazaTenn

Result / Pe3ynsTaTs!

Specification / Hopma

'UV- spectrophotometry /
'V ®- cniexrpodoTomerpus

Complies / Cooreercreyer

IThe 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 ®-CreKTphl MOrOINECHUS HCHBITYEMOTO
pacTBOpa W CTAaHOapTHOrO  pacTBOpa
LleTHpH3MHA rHapoxyopuaa B obmactu ot 200
oo 400 HM AQMKHEI WMETR MaKCHMYMEI
MOTNOMEHHA TIPH OOHOM M TOM XK€ JJIHHE
BOJIHBI C OMYCTUMEIM OTKIIOHEHHEM + 2 HM.

Water content/
Coaep:xanue BoABI

3.6% wiw / 3,6%

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

Uniformity of dosage units /
OTHOPOAHOCTL AO3HPOBAHHBIX
eMHMI

4.1/4,1

Acceptance value (AV) should be not more
than 15.0 / INokazarens npuemnemoctu (AV)
nomieH OviTh He Gonee 15,0.

Dissolution / PacTrBopenne

99%, 100%, 100%, 102%, 101%, 99%

INot less than 80% (Q) of the labeled amount
of C21HosCIN,Os-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMMHAJIBHOTO COACPIKAHMS
C21H25CIN;O32HC] (netnpusuza

uruapoxnopun) depes 30 MuH.

Remarks: The Product confirms to ND/
Ilpumeuanue: IIpoaykT cOOTBETCTBYET TpeboBaHmsM H]I

Conclusion: APPROVED /
3axmwoyenne: OJIOBPEHO

Prepared by / TloaroroseHo: Checked by / IIposepeHo:
D. Latha- Quality control- K.V.V. Satyanarayana - Quality

Team Member 1 ( ! , control- Team Member

Approved by: Manager/Executive /
OnoGpeHo: MeHemxkep / PykoBoauTens
V. Prashanth - Quality Assurance- Team

Member O

Print Date /Jata: 31-12-2024 Print Date /Jlata: 31-12-2024

Print Date /Hata: 31-12-2024




Dr..Reddy’s Q':’

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIV3A

Product: Cetrine film coated tablets, 10 mg
poayxt: Letpruu® TabiieTky, NOKPHITHIE MIEHOYHON 000/104KOM, 10 Mr

Market / Poinok : Russia / Poccus

Batch No. / . B2404113 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pa3zmep cepun

Analytical Repovrt No./ . 2002FP24003141 Date of Analysis / 31-12-2024

AnanutH4yeckuii oryer Ne Jara ananausa

Date of Manufacture / . 16-12-2024 Date of Expiry / 30-11-2027

JlaTa npousBoAcTBa T'open no

Mfg. License No. / MA number: /

Tpon3ssoacTEeHHas : 63/RR/AP/96/F/R fnumber: JITI-Ne(005456)-(PT-RU)
Homep PY

JHLEH3UuA N2

Analysis performed according ND / Ananuz nposeaen mo HI: JIIT-Ne(005456)-(PT-RU)-150524

No est / ITokaszaTenn Result / Pe3ynsTaTh! Specification / Hopma
6 Impurities / Hpumecn Less than Limit of Detection (LOD =
0.005%) / Hiwke npenena oGHapy)xKeHus
Impurity A / 10 = 0,005%)
[pumeces A Not more than 0.2 % / He 6onee 0,2 %
Impurity B / Less than LOQ (LOQ = 0.010%) / Huxe
[Tpumecs B fpeena KOJIM4eCTBEHHOro onpeaeicHusi Not more than 0.2 % / He Gonee 0,2 %
Impurity C/ (TIKO = 0,010%)
[Mpumecs C- Not more than 0.2 % / He 6onee 0,2 %
Impurity D / Mot deteoted / Ho o6uapyicoria
IMpumecs D Not more than 0.2 % / ve Gonee 0,2 %
Impurity E / Not detected / He oGHapy»xena
IIpumecs E Not more than 0.2 % / ue 6onee 0,2 %
Impurity F / 0.02% / 0,02%
[lpumecs F Not more than 0.2 % / ue 6onee 0,2 %
Less than Limit of Detection (LOD =
Any individual unidentified 0.015%) / Hixe npenena oOHapyKeHus
impurity / JIso6as exuHuyuHas I10 = 0,015%) Not more than 0.2 % /
HEMAECHTUHMIUPOBaHHAS TIPUMECH He Gonee 0,2 %
0.05%/ 0,05%
0.1%/0,1%
Total impurities / Not more than 2.0% /
CymMa npumeceit He 6onee 2,0%
7 Assay / KosinuecTBeHnoe Not less than 9.0 mg and not more than
onpeneseHHe 11.0 mg C1HysCIN,O3-2HCI (cetirizine
10.08 mg/ 10,08 mr dihydrochlooride) in tableft (between 90,0 %
100.8% / 100.8% and 110,0 % of label claim)./ Ot 9,0 Mr mo
’ 11,0 mMr C2Hy5CIN2O;3-2HCI (uernpusuna
nuruapoxiopun) B Tabaerke (ot 90,0 % mo
110,0 % oT HOMHHAJILHOI'O COAEPKAHMS).

Remarks: The Product confirms to ND/
IIpumeuanne: IIpoaykrt cooTsercTBYeT Tpebopanusam HIT

Conclusion: APPROVED /
3akawuyenne: OJIOBPEHO

Prepared by / [TonrorosneHo:
D. Latha- Quality control-

Team Member 1 g

Checked by / IIpoBepeno:

K.V.V. Satyanarayana - Quality
control- Team Member é;”_,

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoBoaurens
V. Prashanth - Quality Assurance- Team

Member L/M}D

Print Date /Jlata: 31-12-2024

Print Date /[Tata: 31-12-2024

Print Date /Jlata: 31-12-2024 '




| Dr.‘Reddy’s “:".

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

Hpoayxkr: Letpuu® TabneTku, HOKPHITHIE MIEHOYHOM 060510uK0#, 10 Mr

Market / PoiHok : Russia / Poccus

Batch No. / . B2404113 Batch Quantity / 955 KG / 955 KT

Cepusi Ne Pasmep cepun

Analytical Repovrt No./ . 2002FP24003141 Date of Analysis / 31-12-2024

AHannTnyecknii orger No Jara anaanza

Date of Manufacture / . 16-12-2004 Date of Expiry / 30-11-2027

JlaTa npou3BoACTBa T'ogen go

Mfg. License No. / MA ber /

TIpou3BogcCTBeHHAS : 63/RR/AP/96/F/R numoer: JITI-Ne(005456)-(PT-RU)
Homep PY

JuueH3ust Ne

Analysis performed according ND / Ananuz nposeaen mo HJ: JITI-Ne(005456)-(PT'-RU)-150524

Result / PesyasTaTnl

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. /
ITabneTku COOTBETCTBYIOT TpeOOBaHISM, €CITH
e Gonee | eAMHUYHAA Macca OTKIIOHSETCS 32
npenenst 85%-115% ot cpenHeit Macchl.
TabneTk He COOTBETCTBYIOT TPEOOBAHUAM,
lec.rm Gonee yem 1 HHOMBHOYaIbHAsS Macca
OTKJIOHAETCS OT 3THX NPEAeIOB MM, ecnu 1
MHIMBHAYanbHAd Macca OTKIIOHAETCS 3a
npenens 75%-125% ot cpenneil MacchL

\No Test / lloka3zaTens

8 Subdivision of tablets /
Jlenenne TadneTok

9 Microbiological purity* /
MukpoGuoJioruuecKast
qHCTOTA*

a) Total aerobic microbial count /
Obimee yucno aspobHBIX
MHKPOOPTraHH3MOB

b) Total combined yeasts and

mould count / O6iee uncio
IIPOMOKEBHIX M IUTECHEBBIX TprGOB

c) E. coli

Not Applicable

Not Applicable

Not Applicable

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

Not more than 100 CFU/g /
He 60nee 100 KOE/r

Shall be absent in 1g/ OtcyrctBHe B 1 T

Remarks: The Product confirms to ND/

IIpumeuanne: ITponykT cooTBeTcTRYET TpeOoraHusM HJI

Conclusion: APPROVED /
3akiouenne: OJJOBPEHO

Prepared by / IToarorosnexo:
D. Latha- Quality control-

Team Member E Z

Checked by / ITpoBepeno:

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

Approved by: Manager/Executive /

Onobpeno: Menemxep / Pyxosonurens
V.
Member

Prashanth - Quality Assurance- Team

)

Print Date /Jlara: 31-12-2024

Print Date /[aTa: 31-12-2024

Print Date /Mara: 31-12-2024 :




Dr. Reddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg

Hpoayxkr: IerpuH® TabneTky, MOKPHITHIE INIEHOYHO} 06omouko#, 10 Mr

Market / PriHok : Russia / Poccus
Batch No. / . B2404113 Batch Quantity / 955 KG /955 KT
Cepus Ne Pasmep cepun
Analytical Repo“rt No./ . 2002FP24003141 Date of Analysis / 31-12-2024
AHanuTnyeckuii oTyer Ne Jara ananu3a
Date of Manufacture / . 16-12-2024 Date of Expiry / 30-11-2027
aTa NpOM3BOACTBA TI'onen po
Mfg. License No. / MA number: /
IlpoussoacTBeHHAs : 63/RR/AP/96/F/R : JITT-Ne(005456)-(PT-RU)
Homep PY
JHueH3usa Ne

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

Ne ITest / HloxazaTenan

Result / PesyabTaTh!

Specification / Hopma

10 Package / YnmaxoBka

10 tablets in PVC/PVDC//aluminum
leaflet in a carton. / ITo 10 Tabrmerox B
[o 3 6micTepa BMecTe C JIMCTKOM-

BK/AZIBILIEM YIIAKOBaHBI B MAYKy
KapTOHHYIO.

blister. 3 blisters and patient information

TMBX/ATJIBX//amomunreBoM Omuctepe.

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

ITo 10 Tabnerok B
[MBX/TIABX//anoMunuerom 6nuctepe. [To 2
unn 3 6nucTepa BMECTE C JIMCTKOM-
BKJIafBILIEM yIIaKOBaHHI 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 / I[IpoBoguTCsl TPOM3BOAUTENEM IPH BEINYCKE EPHONMHECKH: M kaxaoil 20-oi cepum UM He MeHee 1
pa3sa B rof. ITokazarens MoxeT GbITh He BKitoYeH B CepTudukaT aHanuza GupMsl.

Remarks: The Product confirms to ND/
IIpumeuanne: IIponykT cooTBeTCTBYET TpeboBaHusM HJL

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / ITogroroeneHo:
D. Latha- Quality control-

Team Member i E ! p

Checked by / IIpoepeno:

K.V.V. Satyanarayana - Qualit
control- Team Member %

Approved by: Manager/Executive /
OnoGpeno: MeHemxkep / PykoBonutens
V. Prashanth - Quality Assurance- Team

Member
LW\D

Print Date /{ata: 31-12-2024

Print Date /Hata: 31-12-2024

Print Date /Jara: 31-12-2024




| Dr. Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
IIpoaykr: llerpus® TabneTkH, MOKPHITHE MIEHOYHOM 060m09K0#, 10 Mr

Market / Poinox : Russia / Poccus

Batch No. / : B2404113 Batch Quantity / . 955KG/955 KT

Cepus Ne Pasmep cepuu

Analytical Repo“rt No./ . 2002FP24003141 Date of Analysis / . 31-12-2024

AHaauTH4YecKHif oTdeT Ne JlaTa anaausa

Date of Manufacture / . 16-12-2024 Date of Expiry / . 30-11-2027

JlaTa npou3BoacTBa T'omen no

Mfg. License No. / MA number: /

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

auneH3usa Ne

Analysis performed according ND / Auanans nposenen mo HJ: JII-No(005456)-(PT-RU)-150524

API name / HanmeHopanne A®C: Cetirizine dihydrochloride / IleTspu3nHa IUTHAPOXIOPHL

INN / MHH: ' Cetirizine / Llernpusnx

API manufacturer batch number / BT00-24060, BT00X24005

Homep cepun npon3soautess APC:

FP Manufacturer API Batch number / FBRA00566, FBRA00639

Homep cepuu cyOcrannnu nponspoautens I'JId:

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

IIponssogureas A®C, crpana: I'moxem Unnactpuec I1T. JITh., MHnus

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

HaumeHoBaHue, aapec, JNIEH3UA A5 Malkajgiri Distrist — 500090, Telangana State, India (license No

IIponssoacTeenHas maomanaka / Ilnomaaka KouTpoast 63/RR/AP/96/F/R). / TIpousBoacTBEHHOE MoapazaeneHue-1I,

kadectBa / Ilmomaaka BeImycka Vwuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54&83, bauynanmu

Buinamxk, bauynamnu Manpan, Mequan Manakamkrupu
Huctpuxt — 500090, wtat Tenanrana, Muaus (JIutienzus 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».

3axmouenue o cooTeeTcTBHH: «HacTosAmuM s moaTBepXKIalo, YTO NPHBEOECHHAs BBIE HHOOPMAMS SBJIAETCS JOCTOBEPHOM U
TOYHOM. DTa cepus MPONYKUMM Npou3BeAeHa (BKIOYAs YNaKOBKY (MapKHPOBKY) M KOHTpPOJL Ka4eCTBA) HA BBHIIEYKa3aHHOM
MPOU3BOACTBEHHON IUIomanke (IUIOIaaKax) B MOJHOM COOTBETCTBUH C TpeGoBaHusaME [IpaBui Hagnexalnei mpon3BOACTBEHHOM
npakTukd Eppasuiickoro skoHomuueckoro coro3a (GMP/EAEU/RU/00573-2022) u TpeGOBaHHAMH KOHTpPOJS KadecTBa
JIEKAPCTBEHHEIX CPEJICTB, @ TAKXKE€ B COOTBETCTBHH CO CHELM(PUKAIMAMHE, COACPKAMMMHUCH B PETHCTPALIHOHHOM HOCHE CTPaHBI-
HMIIOpTEpa. 3anKcH MO MPOU3BOACTBY, YIIAKOBKE M aHANM3y NPOBEPEHBI, U YCTAHORJIEHO MX COOTBETCTBUE TpeGoBanusam IIpasui
HaJexalneH NpoM3BOACTBEHHOM IpakTHKU EBPazuiiCKOro 3KOHOMHUYECKOrO COHO3ay.

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
IIpumeuanne: Ilponykt cootBeTcTBYET TpeGoBanusam HJI 3axarouenne: OJJOBPEHO
Prepared by / IloarotorneHo: Checked by / IIpoBepeHo: Approved by: Manager/Executive /
D. Latha- Quality control- K.V.V. Satyanarayana - Quality OnobpeHo: Menemxkep / PykoBonurens
Team Member control- Team Member C/L’/, V. Prashanth - Quality Assurance- Team

Member

LAY

Print Date /Mara: 31-12-2024 Print Date /JTata: 31-12-2024 Print Date /ara: 31-12-2024




