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Dr.Re ddy S q A CERTIFICATE OF ANALYSIS
® CEPTHOUKAT AHAJIM3A
Product: Cetrine film coated tablets, 10 mg
Hpoaykr: Lietpun® TabieTkH, NOKPHITHE IUIEHOYHOIM 0605104K0i, 10 MT
Market / Peinox : Russia / Poccus
A teiio. / . B2501577 Batch Quantity / 955 KG /955 KI
Cepust Ne Pasmep cepun
Analytical Repourt No. / - 2002FP25001307 Date of Analysis / 31-05-2025
AnaauTHyeckHii oTuet Ne Jara ananuza
Date of Manufacture / . 12-05-2025 Date of Expiry / 30-04-2028
Jata npounseoacrea I'open no
Mifg. License No. / MA number: /
Mpon3BoacTEeHHas : 63/RR/AP/96/F/R numoer: JITI-Ne(005456)-~(PT-RU)
Homep PY

JinueHnsusa Ne
Analysis performed according ND / Auanus nposexen no H/I: JIII-Ne(005456)-(PI'-RU)-150524

No ]Test / Ilokazarenn Result / PesyabTaTnl

Specification / Hopma

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on cross section. / Kpyrisie
MBOSKOBBIMYKJIbIE TAaONETKH, MOKPHITHIE
[UIEHOYHOH 060NouKoii 6elioro 1Bera, ¢

1 |Descripti0n / Onncanne

pPUCKOW Ha omHOW cropone. H
[OTIePEYHOM paspese — supo Oenoro
LBETA.

White or off white coloured, round, biconvex
film coated tablet with a breakline on one side.
White to off-white core on cross section.
Kpyrnsie NBOSIKOBBITYKITEIE Tabnerky,
MOKPBIThIE ITIEHOYHOH 00051049K0ii 6Genoro wiv
noutH OeNoro 1LBera, ¢ PUCKOM Ha OXHOM
cropoHe. Ha nonepeyHoM paspese smpo o7
i0enoro mo moutH 6esI0ro LBETA.

The retention time of the main peak_in the
chromatogram of test solution comply
with the retention time of the main peak|

2 Identification /
HapenTnpurxauua

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
chromatogram of Cetirizine Hydrochloridei

HPLC / B3XX in the chromatogram of Cetirizine
Hydrochloride  reference  standar
olution. /

CTaHAApPTHOrO  pacTBOpa
rHApOXJIOpHIA.

Bpems ynepxuBanus OCHOBHOTO ITHKa HAXpPOMATOrpaMMme
XpOMATOrPaAMME HCIBITYEMOIO PACTBOPAIOIKHO
COOTBETCTBYET BPEMCHM YACPIKHBAHHAYIePXKHBAHUS
OCHOBHOTO IMIMKa Ha XpoMaTorpaMmexpomarorpamme
UETHPH3HHALIETHPH3HHA

eference standard solution (section "Assay").
Bpems yzepXMBaHHA OCHOBHOTO ITMKa Hal

HCTILITYEMOIO  PacTBopa
COOTBETCTBOBATh BpPEMEHH
OCHOBHOTO nvka  Ha
CTaHJAapPTHOTO  pacTBOpa
THOpOXJIOpHIIA (paznen

«KonuyecTseHHOE OMpenenenuey).

Remarks: The Product confirms to ND/
Ipumeyanne: Ipoaykr cooTBeTcTBYET TpeGoBanusam HJT

Conclusion: APPROVED /
3akmwouenue: OJOBPEHO

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

Member %

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

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

<

Print Date /JIara: 31-05-2025

Print Date /[{ata: 31-05-2025

Print Date /Jlara: 31-05-2025




Dr.‘Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUOPHKAT AHAJIW3A

Product: Cetrine film coated tablets, 10 mg
Ipoaykr: HeTpuH® TabneTky, NOKPHITHIE TUICHOYHOM 060J109K0#, 10 Mr

Market / PoiHOK : Russia / Poccus

Batch No. / . B2501577 Batch Quantity / 955 KG /955 KT

Cepusi No Pazmep cepuu

Analytical Repoﬁrt No. / - 9002FP25001307 Date of Analysis / 31-05-2025

AHanuTH4YecKHii oTyeT Ne JlaTa aHanu3a

Date of Manufacture / . 12-05-2025 Date of Expiry / 30-04-2028

JlaTa npou3BoACTBA T'onen no

Mfg. License No. / MA ber: /

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

JuneH3us Ne

Analysis performed according ND / Ananus nposenen mo HJI: JITI-Ne(005456)-(PT-RU)-150524

Ne  (Test / IloxasaTesn

Result / Pe3yabTaThbl

Specification / Hopma

UV- spectrophotometry /
Y ®- cnexrpodoTomMeTpus

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®-cnekTpsl MOTTIOMEHHA HCIEITYEMOT0
pacTBOpa M CTaHOAapTHOIO  pacTBOpa,
LETHPH3NHA THApOoXJIopHuIa B o6mactu oT 200
o 400 HM JOWKHBI WMETh MAaKCHUMYME]
NOrOWICHUA TPH OOHOM M TOH XKe MNMHe
BOJIHBI C JOTLYCTHMBIM OTKIIOHCHHEM £ 2 HM.

3 ‘Water content/
Copcpaanuc Boabl

3.6% wiw / 3,6%

Not more than 8.0% /
[Ic conee 8,0 %%

4 Uniformity of dosage units / Acceptance value (AV) should be not more|
OaHOpPOAHOCTH A03UPOBAHHBIX 24/24 than 15.0 / TTokazarens mpuemnemoctd (AV)
eIMHHIT nomxkeH ObiTh He Gonee 15,0.

5 Dissolution / PacTBopenne Not less than 80% (Q) of the labeled amount

95%, 101%, 102%, 101%, 102%, 98%

of C1H,5CIN2O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He Menee
80 % (Q) 0T HOMMHANLHOTO COAEPIKAHUS
C21H25CIN,O;-2HCI (ueTupusuHa

jnuruapoxiopun) yepes 30 MUH.

Remarks: The Product confirms to ND/
IIpumeuanmue: TIpomykr cooTBeTCTBYET TpeboBanuaM HJI

Conclusion: APPROVED /
3akmouenue: OJJOBPEHO

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

Member z

Checked by / ITpoeepeno:
A.Susmitha - Quality control- Team

Member %

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

Member D(?

Print Date /Jlata: 31-05-2025

Print Date /JTata: 31-05-2025

Print Date /JJata: 31-05-2025




Dr. heddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJA3A

Product: Cetrine film coated tablets, 10 mg
Iponyxr: LleTpuH® TabIeTKH, NOKPHITHIE IEHOTHO# 060710uK0#, 10 M

Market / PeiHok : Russia / Poccns

Batch No./ . B2501577 Batch Quantity / 955 KG /955 KT

Cepust Ne Pasmep cepun

Analytical Repovrt No./ - 9002FP25001307 Date of Analysis / 31-05-2025

AHaJnTH4yeckuil oTuer Ne Jara anannsa

Date of Manufacture / . 12-05-2025 Date of Expiry / 30-04-2028

JlaTa npou3BoAcCTBa T'onen no

Mfg. License No. / MA ber: /

TIpou3BoACTBEHHAs! : 63/RR/AP/96/F/R number: JII-Ne(005456)-(PT-RU)
Homep PY

JuueH3us Ne

Analysis performed according ND / Ananu3 npoBeaen no HJI: JITI-Ne(005456)-(PI"-RU)-150524

\Ne  [Test / IlokasaTensn Result / Pe3yabTaTsl Specification / Hopma
6 Impurities / Ipumecn
Not detected / He o6HapyxeHa
Impurity A /
ITpumecs A Less than LOQ (LOQ = 0.010%) / Huxe [Nof more than 0.2 % / ge 6o0nee 0,2 %
Impurity B / Mpezena KOMMIeCTBEHHOTO OTpe/ieieHus
[Mpumecs B (ITKO = 0,010%) Not more than 0.2 % / He 6oee 0,2 %
Impurity C/
[Tpimecs C Less than LOQ (LOQ = 0.017%) / Huxe [Not more than 0.2 % / He Oonee 0,2 %
Impurity D / Mpeneia KOJMIeCTBEHHOTO OTpe AeNeHNA
IMpumecs D (ITKO = 0,017%) . Not more than 0.2 % / ne Gonee 0,2 %
Impurity E /
ITpmmecs E Not detected / He obHapysxena INot more than 0.2 % / He Gonee 0,2 %
Impurity F /
ITpumecs F 0.03% /0,03% Not more than 0.2 % / ne 6onee 0,2 %
Any individual unidentified Less than Limit of Detection (LOD =
impurity / JTy04st ¢ AMHUYHAY 0.013%) / Huske npeneita o0Hapyxenus INot more than 0.2 % /
HenaeHTHuIEpoBanHas npuMeck ([10 = 0,015%) He 6onee 0,2 %
0.07% / 0,07%
Total impurities / 0.2% / 0,2% Not more than 2.0% /
CyMmma ripuMeceii He 6omnee 2,0%
7 Assay / KonmdecTBeHHOE Not less than 9.0 mg and not more than
onpepae/icHHe 11.0 mg C31H25CIN,O3-2HCI (cetirizine
dihydrochloride) in tablet (between 90,0 %
e and 110,0 % of label claim)./ Ot 9,0 Mr 10
) ’ 11,0 mr C2H25CIN2O3-2HCI (uetnpususa
muruapoxiopua) B tabnetke (ot 90,0 % no
110.0 % OT HOMHHAJIBHOTO COJIEP>KaHusA).

Remarks: The Product confirms to ND/
IlIpumeuanne: IIpomyKT cooTBETCTBYET TpeboBaHmsM HIT

Conclusion: APPROVED /
3axkmoyenue: OJJOBPEHO

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

Member g

Checked by / IIpoBepeHo:
A.Susmitha - Quality control- Team

Member %,

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykogonurens
Ajay Kumar - Quality Assurance- Team
Member (A

A/

Print Date /Jlata: 31-05-2025

Print Date /J]ata: 31-05-2025

Print Date /JTata: 31-05-2025




Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Mpoaykr: LeTpun® TabneTky, HOKPHITHIE IIEHOUHOH 0600uKo0if, 10 Mr

Market / Puinok : Russia / Poccus

Patch No./ : B2501577 Batch Quantity / 955 KG /955 KT

Cepus Ne Pasmep cepuu

Analytical Repourt No. / . 2002FP25001307 Date of Analysis / 31-05-2025

AHanuTHyecknii oTuet Ne Jlara anannza

Date of Manufacture / . 12-05-2025 Date of Expiry / 30-04-2028

JlaTa npou3BOACTBA T'onen go

Mfg. License No. / MA ber: /

IMpousBoacTBeHHAasI : 63/RR/AP/96/F/R st JIIT-Ne(005456)-(PT"-RU)
Homep PY

anneH3us Ne

Analysis performed according ND / Anaans nposeaer o HJI: JITI-Ne(005456)-(PT-RU)-150524

Result / PesynbTaThi

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. /
Tadnerkn cOOTBETCTBYIOT TPEOOBaHMAM, ECITH
He Gontee 1 eqMHUYHAS Macca OTKIOHAETCS 3a
npenenst 83%-115% or cpenneii MaccEL.
TabneTkn He COOTBETCTBYIOT TPEOOBAHISM,
ecnu Gojiee yeM 1 MHIMBHUIyaTbHAA Macca
OTKJIOHAETCS OT 3THX IIPEAEIOB WiIH, eClH 1
HHIUBH/IYaJIbHAA Macca OTKIOHACTCS 3a
npeaenst 75%-125% oT cpegHel Macchl.

Ne Test / IToxasaTens

8 Subdivision of tablets /
Jlenenue TabaeTok

9 Microbiological purity* /
Mukpobuosioruyeckas
YHCTOTA*

a) Total aerobic microbial count /
Ob61mee 9uca0 a3poOHBIX
MHKPOOPTaHHU3MOB

b) Total combined yeasts and

imould count / O6mee 4ucio
POXOKEBBIX U TIECHEBBIX TPHOOB

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 6onee 100 KOE/r

Shall be absent in 1g / OtcytcTBHE B 1 T

Remarks: The Product confirms to ND/
ITpumeyanne: ITpooykT cooTBeTCTBYET TpeboBanuam HJL

Conclusion: APPROVED /
3akmouenne: OJJIOGPEHO

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

Member g

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

Member
&

Approved by: Manager/Executive /
Opo6peno: Menemxep / PykoBoaurens
Ajay Kumar - Quality Assurance- Team

Member ‘47)

Print Date /Iata: 31-05-2025

Print Date /Hata: 31-05-2025

Print Date /[{ata: 31-05-2025




| Dr;heddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product; Cetrine film coated tablets, 1
HpoaykT: LleTpuH® TabIETKH, TOKPHI

0 mg
THIE MIJIEHOYHOM 0000uK0i, 10 MT

Market / PbIHOK : Russia / Poccus

Batch No. / . B2501577 Batch Quantity / 955 KG / 955 KT

Cepus No Pasmep cepun

Analytical Repourt No. / . 2002FP25001307 Date of Analysis / 31-05-2025

AHATUTHYECKHUI 0THeT Ne Jara ananusa

Date of Manufacture / . 12-05-2025 Date of Expiry / 30-04-2028

JaTa npou3BoaACTBa T'onen o0

Mfg. License No. / MA ber: /

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

JuueH3ns Ne

Analysis performed according ND / Ananu3s npoeeaes no HJI: JITI-Ne(005456)-(PI'-RU)-150524

No 'Test / Iloka3aTeanb

Result / Pe3ynbTaTh!

Specification / Hopma

10 Package / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 2 blisters and patient information
leaflet in a carton. / ITo 10 TabneTok B
IMBX/TIIBX//anroMuHueBoM OucTtepe.
[To 2 OnmcTepa BMECTE C JIMCTKOM-
BIJIA/IbILIEM YTTAKOBAHBI B ITAUKY
KapTOHHYIO.

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

[To 10 Tabnerok B
[MBX/T1JIBX//amomMunnesom onucrtepe. Ilo 2

unu 3 6mucrepa BMECTE € JIMCTKOM-
BKJIa/IblleM YIIAKOBAaHbI B NAYKy 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 / IIpoBoAHTCS IPOU3BONHUTESIEM IIPH BHIILYCKE IEPHOIMIECKH: [UTA Kax ol 20-of cepuu Wik He MeHee 1
pasa B roa. Ilokazatens MoxeT OBITh He BKIIOUeH B CepTH(UKAT aHamu3a QUPMBEL.

Remarks: The Product confirms to ND/
Hpumeyanue: [TpogykT cooTBeTCTBYET TpebopanmsimM HJT

Conclusion: APPROVED /
3axmrouenue: OJJOBPEHO

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

Member l g

Checked by / IIpoepeHo:
A.Susmitha - Quality control- Team

Member
E-

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykosogurens
Ajay Kumar - Quality Assurance- Team
Member P

Print Date /ITata: 31-05-2025

Print Date /J{ata: 31-05-2025

Print Date /daTa: 31-05-2025




' - @e
Dr. Reddy’s ".. CERTIFICATE OF ANALYSIS
. CEPTHOHKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg

I poaykr: LletprH® TabNeTKH, HOKPHLITHIE IUIEHOYHOH 060104K0i#1, 10 Mr

Market / PeiHok : Russia / Poccns

Batch No. / . B2501577 Batch Quantity / 955 KG / 955 KT

Cepusa Ne Pasmep cepun

Analytical Repourt No. / . 5002FP25001307 Date of Analysis / . 31-05-2025

AHanuTHdeckuid oTyeT No JaTta ananusa

Date of Manufacture / . 12-05-2025 Date of Expiry / . 30-04-2028

JaTa npou3BoaCTBa T'open no

Mfg. License No. / MA number: /

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

JuueH3mst Ne

Analysis performed according ND / Anaius nposenen o HJI: JIII-Ne(005456)-(PT-RU)-150524

API name / Hanmenoanne ADC: Cetirizine dihydrochloride / LleTupu3nHa AMIHAPOXIOPHIT

INN / MHH: Cetirizine / LeTnpusna

API manufacturer batch number / BT00-25006

Howmep cepun npoussoaurens APC:

FP Manufacturer API Batch number / FBSA00062

Homep cepuu cy6eTannum npoussoautess IJId:

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

IMponseoautenn APC, crpana: I'noxem Vanactpuec IIsr. JItn., Unons

Name, address, authorization No for  FP Formulation Tech Ops — I1, Survey No. 42p, 43, 44p, 45p, 46p,

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

HauMeHoBaHHe, aApec, IMUEH3HA IS Malkajgiri Distrist = 500090, Telangana State, India (license No

ITpon3eoacTBeHHas nuomanka / Ilomanka KoHTPOJIs 63/RR/AP/96/F/R). / IIpouspoiacTBeHHOE NMoApazaencHue-1II,

kadecTBa / Ilnomagka Boinycka Vuactxu Ne 42p, 43, 44p, 45p, 46p, 53, 54&83, bauynamm

Bunnamk, bauynamiu Manaan, Meauan Manakaokrupy
Huctpukt — 500090, wrat Tenanrana, Unaus (Jlunensusa Ne
63/RR/AP/96/F/R).

Declaration of certification: «I hereby cedlily that the abuve infurmation is authientic aud accwate, 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».

3axtouenue 0 cooTBeTcTBHU: «HacToAmyM s MOATBEpPXKAAIO, YTO MPHBEACHHAs Bbille HHGOpMaIms SBIIETCA HOCTOBEPHOH U
TOYHOH. DTa cepHs NMPOMYKUWH INPOM3BelieHa (BKIIOYAs yNakOBKY (MAapKHPOBKY) M KOHTPOJIb KadecTBa) Ha BHIICYKa3aHHOMH
NpOM3BOJCTBEHHO moutaake (IUIOMAAKaX) B MOJIHOM COOTBETCTBUM ¢ TpeboBaHmsMH [IpaBun Hamnexaneii NpoU3BOACTBEHHOM
npakTuku EBpazmiickoro skoHOMHMYeckoro coro3a (GMP/EAEU/RU/00573-2022) u TpeOOBaHUAMH KOHTPOIS KadecTBa
JIEKapCTBEHHBIX CPENCTB, a TAKKE B COOTBETCTBHH CO CHeNM(UKAIUAMH, COACPXKAIIUMHUCA B PETHCTPALIMOHHOM JOChE CTPaHbI-
UMIIOpTEpPa. 3arHCH 110 IPOU3BOJICTBY, YIIAKOBKE U aHATTM3Y MPOBEPEHBI, H YCTAHOBIEHO WX COOTBETCTBUE TpeOoBaHUAM IIpaBmn
HaJUIekalleH NpOoU3BOICTBEHHON NPakTHKH EBpa3suiickoro 3kOHOMUYECKOTO COH3ay.

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

IIpumeuanue: IpomykT cooTBETCTBYET TpeboBanusm HJJ 3axuuenne: OJIOBPEHO

Prepared by / IToarorosneHo: Checked by / IIpoeepeHo: Approved by: Manager/Executive /

D. Latha - Quality control- Team A.Susmitha - Quality control- Team Ono6peHo: Menemxkep / PykoBoaurensb

Member Member Ajay Kumar - Quality Assurance- Team
Lgaf/— @./ Member o

Print Date /[JaTa: 31-05-2025 Print Date /JTata: 31-05-2025 Print Date /Jlata: 31-05-2025




