Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
IMpoaykr: Letpun® tabnetk, nokpeiThie IuieHouHoi obosoukoH, 10 Mr

Market / PoiHOK : Russia / Poccus

Batch No. / . B2404224 Batch Quantity / 955 KG / 955 KT

Cepusa No Pa3zmep cepun

Analytical Repourt No./ . 2002FP24003167 Date of Analysis / 31-12-2024

AnaJutadecknii oruetr Ne JlaTa anann3a

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

JlaTa npon3BoaCTBA Tonen o

Mfg. License No. / MA ber: /

IIpou3BoacTBeHHAs : 63/RR/AP/96/F/R aumoer: :  JII-Ne(005456)-(PT-RU)
Homep PY

JIHIeH3usa No

Analysis performed according ND / Anaaus nposenes mo HJI: JIII-Ne(005456)-(PI-RU)-150524

No Test / IllokazaTenn

Result / PesyabTaThl

Specification / Hopma

i Description / Onucanue

White coloured, round,. biconvex film
icoated tablet with a breakline on one side.
White core on cross section. / Kpyrnsie

ruIeHOUHOM 000JI04KOiM Oeyoro 1iBeTa, ¢

[PUCKOHi Ha  OOHOH  CTOpOHE.
MONEpeYHOM paspe3e — smpo Genoro
LBeTA.

\MBOAKOBBIIYKIIbIE TA0JIETKH, MOKPEITEIEKpyribie

Hanoutu Genoro 1Bera, ¢ pHUCKOM Ha OXIHOM|

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

JIBOAKOBBIITYKJIBIC TabneTky,)
MOKPBIThIE [VICHOYHOI 060104K0H Georo uiy

cropone. Ha monepeusoM paspese sapo OT|
Genoro mo mouyru 6eNoro UEeTa:

2 Identification /
UnenTuduxanus

HPLC / B3XX

The retention time of the main peak in the
chromatogram of test solution comply
with the retention time of the main peak
in the chromatogram of Cetirizine
Hydrochloride  reference standard

The retention time of the main peak in thel
chromatogram of test solution should comply|
with the retention time of the main peak in the
chromatogram of Cetirizine Hydrochloride
reference standard solution (section "Assay").

solution. / IBpema ymep)KuUBaHHs OCHOBHOTO IIHKa H
Bpems yaepKuBaHusI OCHOBHOIO NUKa HAXPOMATOrpaMMe  MCNBITYEMOTO  pacTBOP
XPOMATOrpaMMe HCTIEITYEMOTO pacTBOPaIOKHO COOTBETCTBOBATE BpEeMeH
COOTBETCTBYET BPEMEHU YAEP:KHBAHHAYIECPKUBAHMA OCHOBHOTO MTHKa H
OCHORHOTO INHKa Ha XpOMaTOrpaMMeXpoMaTorpaMMe  CTaHJapTHOTO  pacTBOp
CTAHIAPTHOTO pAacTBOpa  UETHPH3MHALETHPHM3WHA THIPOXJIOpHIA (pasnen
rMApPOXJIOpHAA. <KONHYECTBEHHOE OTIpEIeIEHUEY ).

Remarks: The Product confirms to ND/
IIpumeuanne: IlponykT cooTBeTCTBYET Tpeboanusim HJT

Conclusion: APPROVED /
3axawdyenne: OJOBPEHO

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

Checked by / IIpoBepeHo:
K.V.V. Satyanarayana - Quality

control- Team Member d;_,‘

V.

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoBoautens

Member

Prashanth - Quality Assurance- Team

P

Print Date /data: 31-12-2024

Print Date /JJata: 31-12-2024 Pri

1

nt Date /Jlara: 31-12-2024
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Dr.Reddy’s Q-:-’

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A

Product: Cetrine film coated tablets

10 mg
2
Hpoaykr: Lerpua® TabneTky, NOKPHITHIE INIEHOYHO 06010uKoH, 10 MP

Market / PuiHOK : Russia / Poccus

Batch No. / . B2404224 Batch Quantity / 955 KG /955 KT

Cepusi Ne Pa3smep cepnu

Analytical Repovrt No./ . 2002FP24003167 Date of Analysis / 31-12-2024

AHanuTHYecknii oT4yeT No JlaTa anan3a

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

JlaTa npou3BoacTBa T'ogen xo

Mfg. License No. / MA ber: /

TIpon3BoACTBeHHAS : 63/RR/AP/96/F/R numoer: JIT1-Ne(005456)-(PT-RU)
Homep PY

Jumen3usa Ne

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

No est / IloxazaTenn

Result / Pe3ynsTaThl

Specification / Hopma

UV- spectrophotometry /
V- cnektpodoToMeTpus

Complies / CooTBeTcTRYET

The UV-spectrum of the test solution and the;
Cetirizine Hydrochloride reference standard
olution in the range 200 nm to 400 nm should
xhibit maxima absorbance at about the same
wavelengths with an allowed variation of 2
nm. /Y ®-crieKTphl HOTTOIIEHUS UCTIBITYEMOTQ
pacTBOpa M CTaHOApTHOTO  pacTBOpa
LleTHPH3HHA rHApoxyiopuaa B obnacty ot 200
mo 400 HM JOMKHBI HMMETh MAaKCHUMYMBb
MOrJoLEHHsT TIpU OXNHOM UM TOit ke IJHHE
BOJIHBI C OMYCTUMBIM OTKJIOHEHHEM =+ 2 HM.

Water content/
ConepaxaHue BOABI

3.4% wiw/3,4%

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

Uniformity of dosage units /

CAMHHL

O}IHOpO}.IHOCTb HAO3UPOBAHHLIX

2.1/2,1

Acceptance value (AV) should be not more
than 15.0 / TTokasarens npuemiaemoctu (AV)
\nomer OuiTh He Gonee 15.,0.

IDissolution / PacTBopeHue

100%, 99%, 100%, 99%, 100%, 100%

INot less than 80% (Q) of the labeled amount
of C21HasCIN2O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMHHAJIEHOTO COAEPIKAHUS
C21H25CIN205 - 2HCl (uerupusrnza
muruapoxaopua) yepes 30 MuH.

Remarks: The Product confirms to ND/
ITpumeuanne: IIpoxykT coorsercTByeT TpeboBanusm HI

Conclusion: APPROVED /
3axmwouenune: OJIOBPEHO

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

Checked by / ITposepeHo:
K.V.V. Satyanarayana - Quality

control- Team Member A/

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBomureb
V. Prashanth - Quality Assurance- Team

Member L %p

Print Date /[ara: 31-12-2024

Print Date /[Tata: 31-12-2024

Print Date /Harta: 31-12-2024
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg
ITpoaykr: LleTpH® TabneTKH, MOKPHITHE MIIEHOUHOM o6onoukoH, 10 Mr

Market / Poinox : Russia / Poccusa

Batch No. / . B2404224 Batch Quantity / 955 KG / 955 KT

Cepust Ne Pasmep cepun

Analytical Repovrt No./ . 2002FP24003167 Date of Analysis / 31-12-2024

AHanuTHYecKMii oT4eT No Jara anaanza

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

JaTa npoussBoacTea Togen mo

Mfg. License No. / MA number: /

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

JuueH3ns Ne

Analysis performed according ND / Auaau3s nposeaex no HJI: JIII-Ne(005456)-(PT-RU)-150524

INe Test / IlokazaTens Result / Pe3ynsTaThl Specification / Hopma
6 Impurities / Ipumecn Less than Limit of Detection (LOD =
0.005%) / Hixe npenena o6HapykeHHs
Impurity A / (ITO = 0,005%)
([Ipumecs A Not more than 0.2 % / He Goxnee 0,2 %
Impurity B / Less than LOQ (LOQ = 0.010%) / Huxe
ITpumecs B Mpenena KOJH4eCTBeHHOro onpeneneHmi[Not more than 0.2 % / He 6onee 0,2 %
Impurity C / ITKO = 0,010%)
Ipumecs C Not more than 0.2 %/ He 6onee 0,2 %
Impurity D / Less than Limit of Detection (LOD =
[Mpumecs D 0.006%) / Hwke npenena o6Hapyxenus [Not more than 0.2 % / ne 6onee 0,2 %
Impurity E / (T10 = 0,006%)
[Mpumecs E Not more than 0.2 % / ne 6onee 0,2 %
Impurity F / Not detected / He oGHapyxeHa
ITpumecs F Not more than 0.2 % / ne 6onee 0,2 %
0.03% / 0,03%
Any individual unidentified
impurity / Jlto6as enuHUYHas Less than Limit of Detection (LOD =  |Not more than 0.2 % /
HeunenTrduuuposannas npumecs [0.015%) / Hivke npenena obHapyxeHus jue Gonee 0,2 %
(110 = 0,015%)
0.05% / 0,05%
Total impurities / Not more than 2.0% /
CymMa npumMeceit 0.1%/0,1% He 6onee 2,0%
7 Assay / KonngecTrBenHoe INot less than 9.0 mg and not more than
onpeaesieHHe 11.0 mg C2HzsCIN2O3-2HCI (cetirizine
9.95 mg /9,95 Mr dihydrochlooride) in table:t (between 90,0 %
99.5% / 99.5% and 110,0 % of label claim)./ Or 9,0 Mr mo
’ 11,0 mr Ca1H2sCIN2Os-2HCI (uerupusuza
imuriapoxiopun) B Tabnetke (ot 90,0 % no
110,0 % OT HOMHHAJIEHOTO COACPKAHHS).

Remarks: The Product confirms to ND/
IIpumeuanne: [IpoaykT cooTBercTByeT Tpeboanuam HJ

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

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

Team Member 1 %

Checked by / I[IpoBepeHo:

K.V.V. Satyanarayana - Qualit
control- Team Member éj/ﬁ

Approved by: Manager/Executive /
OnoGpeno: Menemxep / PykoBogurens
V. Prashanth - Quality Assurance- Team

Member N w

Print Date /ata: 31-12-2024

Print Date /Hara: 31-12-2024

Print Date /Jlata: 31-12-2024
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTHOUNKAT AHAJIU3A
Product: Cetrine film coated tablets, 10 mg
Ipoayxr: IerpuH® TabNeTKH, NOKPHITHE INIEHOYHOH 060moukoi, 10 Mr
Market / PoiHox : Russia / Poccus
Batch No. / : B2404224 Batch Quantity / . 955KG/955 KT
Cepus Ne Pazmep cepun
Analytical Repourt No./ . 2002FP24003167 Date of Analysis / . 31-12-2024
AHaJduTHYeCKHii oTueT Np JlaTa anaanza
Date of Manufacture / . 20-12-2024 Date of Expiry / . 30-11-2027
Jlara npou3BoACTBA T'open no
Mfg. License No. / MA number: /
TpoN3BOACTBEeHHAS : 63/RR/AP/96/F/R mber: JITI-Ne(005456)-(PT-RU)
Homep PY
JuneH3us Ne
Analysis performed according ND / Auanns nposenen mo HJI: JITI-Ne(005456)-(PI'-RU)-150524

e

'Test / IllokazaTeanb

Result / PesyanTaTsl

Specification / Hopma

8

Subdivision of tablets /
lenende Tadaerox

Complies / CoorBercTBYET

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. /
TaGneTkH COOTBETCTBYIOT TPEOOBaHUIM, €CITH
He Goyee 1 eguHHYHAST Macca OTKIIOHAETCS 3a
npenensl 85%-115% ot cpenHel Macchl.
TabGneTKu He COOTBETCTBYIOT TpeOOBaHUIM,
gcnH Gonee yeM 1 UHAMBHAYaNbHast Macca
IOTKJIOHSETCS OT 3THX IPEeNesioB Uiy, ecny 1
HILIHDHAYAJILIIAs Macca OTKIIOHAETCH 33
npepenst 75%-125% ot cpenHel MaccEL

Microbiological purity* /
Muxpo6uosoruyeckas
qHCTOTA*

a) Total aerobic microbial count /
O61ee ancyo a3po6GHBIX
MUKPOOPTraHU3MOB

b) Total combined yeasts and
mould count / OGuiee yucno

IIPONXOKEBBIX H IUICCHEBBIX I'pI/I60B

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 Gonee 100 KOE/r

Shall be absent in 1g/ OrcyrcTBue B 1 1

Remarks: The Product confirms to ND/
IIpumeuanne: IIpoaykt cootBercTByeT TpebopaHmsam HJT

Conclusion: APPROVED /
3axnwuenune: OJJOBPEHO

Prepared by / IToororoBneHo: Checked by / ITpoeepeHo:

D. Latha- Quality control- K.V.V. Satyanarayana - Qualit
Team Member A E ; , control- Team Member d;_

Approved by: Manager/Executive /
Opobpeno: Menemxep / PykoBoaurens
V. Prashanth - Quality Assurance- Team

Member LI)M;Q

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

Print Date /JlaTa: 31-12-2024 L




Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg

IIpoaykr: Iletpue® TabneTky, NOKPHITHE IIIEHOUHOM 060049Ko#, 10 Mr

Market / PoiHoK : Russia / Poccus

Batch No. / . B2404224 Batch Quantity / 955 KG / 955 KT

Cepus N Pasmep cepun

Analytical Repovrt No./ . 2002FP24003167 Date of Analysis / 31-12-2024

AHanuTHdeckuii oTyeT Ne Jara anann3za

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

JaTa nmpou3BoacTBa Toxgen no

Mig. License No. / MA number-: /

Tpou3BoACTBeHHAs : 63/RR/AP/96/F/R umber: JITI-Ne(005456)-(PT-RU)
Homep PY

JIMLeH3HA N

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

INe |Test / Iloka3aTenan

Result / PesyabTaThl

Specification / Hopma

10 Package / YnakoBka

10 tablets in PVC/PVDC//aluminum
leaflet in a carton. / ITo 10 TabieTok B
[To 3 GnucTepa BMECTE C JIUCTKOM-

BKIAALILIEM YITAKOBAHBI B ITAYKY
KapTOHHYIO.

blister. 3 blisters and patient information

[IBX/IT/IBX//amoMuHieBOM OucTepe.

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

[To 10 Tabnerox B
[IBX/I1IBX//antomunneBoM 6mmcrepe. ITo 2
i 3 GrucTepa BMECTE C JINCTKOM-
BKJIA/IBIIEM YIIAKOBAHH B MAYKy 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 / [IpoBOAMTCS IPOX3BOAUTENEM NPH BBIMYCKE IEPHOAMYECKH: s Kaxmoi 20-oif cepun mwim He MeHee |
pasa B rof. [lokazarens MoXkeT OBITh He BKIIIOUeH B CepTHdUKAT aHaI3a QUPMBEL.

Remarks: The Product confirms to ND/
IIpumeuanue: IIponykT cooTBercTBYeT TpeboBanusam HJL

Conclusion: APPROVED /
3axmouenue: ONOBPEHO

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

Team Member ) g

Checked by / IlpoBepeno:

K.V.V. Satyanarayana - Quality
control- Team Member é//_‘

Approved by: Manager/Executive /
OpobpeHo: Menemxep / Pykopoauresb
V. Prashanth - Quality Assurance- Team

Member
%)

Print Date /Hara: 31-12-2024

Print Date /JTata: 31-12-2024

Print Date /Jlara: 31-12-2024 N




Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A
Product: Cetrine film coated tablets, 10 mg
Ipoaykr: Llerpuu® TabaeTky, NOKPHITHIE INIEHOUHOH 000J10uK0it, 10 MI
Market / PeiHok : Russia / Poccust
Batch No. / . B2404224 Batch Quantity / 955 KG /955 KT
Cepus Ne Pasmep cepun
Analytical Repo“rt No./ . 2002FP24003167 Date of Analysis / 31-12-2024
AHajiuTHYecKHii oTdeT No JlaTa aHanu3a
Date of Manufacture / . 20-12-2024 Date of Expiry / 30-11-2027
JlaTa mpou3BoACTBA T'oaen g0
Mfg. License No. / MA number: /
IIpouseoncTBeHHAS : 63/RR/AP/96/F/R ) JITI-Ne(005456)-(PI'-RU)
Homep PY
JHIEeH3uA Ne
Analysis performed according ND / Anauns nposegen no HJT: JITI-Ne(005456)-(PI'-RU)-150524

API name / HanmeHoBanne A®C:

Cetirizine dihydrochloride / LleTnpusyiHa QJUrHAPOXJIOPHUL

INN / MHH:

Cetirizine / IletupusuH

API manufacturer batch number /
Homep cepuu npoussoanteas ADC:

BT00-24065, BT00-24061

FP Manufacturer API Batch number /
Homep cepuu cyGctanunn npoussoaurens I'JID:

FBRA00563, FBRA00567

API Manufactured by & country /
IIponssoauresr A®C, cTpana:

Glochem Industries Pvt. Ltd., India /
I'noxem HMupactpuec I1T. JITA., MHIuA

Name, address, authorization No for FP M
manufacturing site / Control site / Release site /
HanmeHoBaHHe, aJipec, THIEH3Us JJIs
IlpouseoacrBeHHas miaowaaxa / Ilnomaaka KoHTpoJIs
ka4decTBa / Ilmomaaka BeIMycKa

Formulation Tech Ops — II, Survey No. 42p, 43, 44p, 45p;, 46p,
53, 54&83, Bachupally Village, Bachupally Mandal, Medchal
Malkajgiri Distrist — 500090, Telangana State, India (license No
63/RR/AP/96/F/R). / IIpousroacTBeHHOE MoApasacnenue-11,
Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54&83, bauynamiu
Buamk, bauynamuu Mangan, Meauan Manakamxrupu
Jucrpukt — 500090, wrar Tenaurana, Munus (JIuuensus 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».

3akaI0ueHHe 0 COOTBeTcTBUM: «HacTOAIIMM 1 MOATBEPAKAAID, YTO MPUBENCHHAs BHILIe UHGOPMALMA ABIAETCS AOCTOBEPHOH M
TOYHOH. DTa cepHs MPOAYKLUHMH INpou3BeAcHa (BKJIIOYAs YNAKoBKy (MapKHPOBKY) M KOHTPONb KAa4€CTBA) HA BHILIEYKa3aHHOM
HpOM3BOACTBEHHON IUomanKe (IUIOMaAKax) B MIOJHOM COOTBETCTBHH ¢ TpeGoBaHuaMu IIpaBun HaAneXalleH MPOM3BOACTEEHHON
npaktukk EBpasuiickoro skoHomuueckoro coiosa (GMP/EAEU/RU/00573-2022) u TpeGoBaHMAMHM KOHTPOIS KavecTsa
JIEKApCTBEHHBIX CPEICTB, a TakkKe B COOTBETCTBHH CO CHELM(UKALHMAMY, COASPKAIUMHUCA B PETHCTPALMOHHOM JOChE CTPAHEI-
UMIIOpTEpa. 3aNKcH MO MPOU3BOJICTRY, YIAKOBKE U aHAIM3Y NPOBEPEHBI, H YCTAHOBIEHO MX COOTBETCTBHE TpeGoBaHusaM Ilpasun
HaJIeXanel NpoU3BOACTBEHHOH NpakTHKU EBpasuiickoro 3k0HOMHYECKOTO CO3a.

Conclusion: APPROVED /
3akmouenne: OJIOBPEHO
Approved by: Manager/Executive /

Remarks: The Product confirms to ND/
IIpumeuanue: ITponykt cooTBeTcTByeT TpebopaHusam HJT

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

Team Member 1 !g ,

Checked by / IIpoepeHo:
K.V.V. Satyanarayana - Qualit
control- Team Member _/,i

Onobpeno: Menemxep / PykoBoautens
V. Prashanth - Quality Assurance- Team

Member
Lh,k'lp

Print Date /Hata: 31-12-2024

Print Date /[Jata: 31-12-2024

Print Date /Hata: 31-12-2024




