Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Ipoaykr: erpuH® TabseTky, NOKPHITHE MIEHOUHOMH 060s104Koif, 10 Mr

Market / PriHok : Russia / Poccus

Batch No. / . B2500052 Batch Quantity / 955 KG /955 K[

Cepus Ne Pasmep cepuun

Analytical Repourt No./ . 2002FP25000055 Date of Analysis / 16-01-2025

Ananutuyeckmii orger Ne JlaTta ananu3za

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

JlaTa npon3sBoacTBa T'open no

Mfg. License No. / MA ber: /

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

JHneH3ns Ne

Analysis performed according ND / Ananus nposenen nmo H/I: JIIT-Ne(005456)-(PI'-RU)-150524

Ne  [Test/TlokasaTens

Result / PesynbTaThl

Specification / Hopma

1 Description / Onucanune

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on cross section. / Kpyrisle
INBOSIKOBEITYKIIbIE TaOJMEeTKH, MOKPBIThIE
IUIEHOYHOU 06osoukoii Genoro 1Bera, C

PUCKOJi Ha OHHOH  CTOpOHE.
MoNepeyHoM paspese — sapo Genoro
LBETA. .

Hanoutu Genoro upera, ¢ pHUCKOii Ha OJHOM

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 JBOSIKOBBIITYKJIBIE TabneTky,
MOKpPBITHIE TIEHOYHOH 0600uKoii 6e10ro HiIH

cropoHe. Ha nomepeyHoM paspeze  sSApo OT
Genoro 1o mouty Oeyoro 1BeTa.

2 Identification /
MaenTHdncanus

HPLC / BOXX

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 Cetirizing

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 Hydrochloride

Hydrochloride  reference  standardreference standard solution (section "Assay™).
solution. / Bpemsi ynep)uBaHHA OCHOBHOTO NHKAa H
BpeMs yaepKUBaHHs OCHOBHOTO MHKA HAXPOMATOTPAMME  HCIBITYEMOrO  PacTBOP.
XpOMATOrpaMMe HCIBITYEMOro pacmopjgonxmo COOTBETCTBOBATH BPEMEHH
COOTBETCTBYET BpPEMCHH YACPKHBAHHSAYACPKHUBAHUS OCHOBHOTO nvKka  Ha
OCHOBHOTO [MKa Ha XpOMarorpaMMeXpomarorpaMMe  CTaHIapTHOTO  PacTBOP
CTaHNAPTHOrO PacTBOpa  LICTHPH3HHALETHPH3HHA THAPOXJIOpUIA (paznen
rUAPOXIIOPUIA. «KonnyecTBeHHOE ONpEeNeHHE»).

Remarks: The Product confirms to ND/
IIpumeuanne: IIponykT cooTBeTcTBYET TpeGoBaHusM H]L

Conclusion: APPROVED /
3axmouenune: OJJOBPEHO

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

Team Member : Ez f

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

Member é

Approved by: Manager/Executive /
Opobpeno: Menemxkep / PykoBoautens
Ajay Kumar - Quality Assurance- Team
Member o

wd

Print Date //lata: 16-01-2025

Print Date /Jlata: 16-01-2025

Print Date /aTa: 16-01-2025




Dr.Reddy’s ‘3."

CERTIFICATE OF ANALYSIS

CEPTHU®UKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg
Mpoaykr: LetpuH® TabnetTku, NOKPLITEHIE MIIeHOYHOH 06onoyukoi, 10 Mr

Market / PoiHOK : Russia / Poccus

patch Noy/ : B2500052 jEatehiQuantity, 955 KG /955 KT

Cepus Ne Pazmep cepun

Analytical Repo“rt No./ . 2002FP25000055 Date of Analysis / 16-01-2025

Ananutudeckuii oruer Ne JlaTa ananauza

Date of Manufacture / . 90-12-2024 Date of Expiry / 30-11-2027

JlaTa npou3BoAcTBa Tomen a0

Mfg. License No. / MA ber: /

YIpoM3BOACTBeHHAS : 63/RR/AP/96/F/R HREALSTS JII-Ne(005456)-(PT-RU)
Homep PY

annen3ns Ne

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

Ne Test / IloxazaTenn

Result / Pe3yabTaThl

Specification / Hopma

UV- spectrophotometry /
V- cnextpodoToMeTpus

Complies / CooTBeTCcTByET

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 ®-CrekTpsI HOTIOEHHS UCIIBITYEMOTO
pacTBopa M CTaHOApTHOrO  PacTBOpa
LIeTHPH3HHE TuApoxJyiopuaa B obnactu oT 200
Iuo 400 HM JOJKHEI HMMETh MAaKCHMYMBI
m

OrNOLEHUA IpU ONHOM M TOH >X€ IJIMHE
DOJIILE ¢ ZOMYCTHMLIM OTKIOHEHHEM + 2 HM.

3 ‘Water content/
CopepixaHue BOALI

3.7% wiw / 3,7%

[Not more than 8.0% / -
He 6ostee 8,0 %

4 Uniformity of dosage units /
OaHOPOAHOCTL JO3HPOBAHHLIX
eIMHHL

5.0/5,0

‘Acceptance value (AV) should be not more
than 15.0 / Tlokaszarens npuemnemoctu (AV)
nomxeH buiTh He Gonee 15,0.

S Dissolution / PacTBopenne

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

Not less than 80% (Q) of the labeled amount
of C21HasCIN,O3:2HCI (cetirizine
dihydrochloride) after 30 min. / He meHee
80 % (Q) 0T HOMUHAJILHOTO COAEPIKAHUA
C21HasCIN2O3-2HCI (uetupuzuna
jmruapoxstopun) yepes 30 MuH.

Remarks: The Product confirms to ND/
IIpumeuanue: IIpoaykT cooTBeTcTBYET Tpebopanuam HJI

Conclusion: APPROVED /
3axknwuenne: OJOBPEHO

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

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

Member /g
4

Approved by: Manager/Executive /
Opobpeno: Menemkep / Pykorogutens
Ajay Kumar - Quality Assurance- Team
Member n

A

Print Date /ata: 16-01-2025

Print Date //Tara: 16-01-2025

Print Date /ara: 16-01-2025




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTUOHNKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
Hpoayxkr: LeTpuH® TabneTky, NOKPHITHIE IIEHOYHOH 060moukoi, 10 Mr

Market / Perok : Russia / Poccus

Batch No. / . B2500052 Batch Quantity / 955 KG / 955 KT

Cepus Ne Paszmep cepun

Analytical Repo“rt No. / . 2002FP25000055 Date of Analysis / 16-01-2025

AHanuTHYeckHii oryer Ne JlaTa ananuza

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

JlaTa NpoH3BOACTBA T'ogen o

Mfg. License No. / MA bers /

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

Jauen3ns Ne

Analysis performed according ND / Ananu3 nposenen mo H/I: JITI-Ne(005456)-(PI"-RU)-150524

Ne  [Test/IlokasaTens Result / PesyabTaThl Specification / Hopma
6 Impurities / MIpamecn Less than Limit of Detection (LOD =
0.005%) / Hixe npesena oGHapyKeHUs
Impurity A / (I10 = 0,005%)
[Tpumecs A INot more than 0.2 % / ve 6onee 0,2 %
Impurity B / Less than LOQ (LOQ = 0.010%) / Huxe
IIpumecs B Mpezena KOJIHIeCTBeHHOro onpeneneHusNot more than 0.2 % / He 6onee 0,2 %
Impurity C/ (IIKO = 0,010%)
Ipumecs C ‘ Not more than 0.2 % / He 6oinee 0,2 %
Impurity D / Less than LOQ (LOQ = 0.017%) / Huxe
ITpumecs D Tpenieia KOJMYECTBEHHOro onpenenerusNot more than 0.2 % / He 6onee 0,2 %
Impurity E / (IIKO = 0,017%)
ITpumecs E Not more than 0.2 % / He Gonee 0,2 %
Impurity F / Not detected / He oGHapy»eHa
IIpumecs F Not more than 0.2 % / ve 6osee 0,2 %
0.03%/0,03%
Any individual unidentified
impurity / Jio6as equHHYHas Less than Limit of Detection (LOD =  [Not more than 0.2 % /
HeraeHTuduImpoBanHas npumeck (0.015%) / Hike npenena obHapyxenus [He Gonee 0,2 %
(10 = 0,015%)
0.07%/0,07%
Total impurities / Not more than 2.0% /
CymMa npuMecei 0.1%/0,1% He Gonee 2,0%
7 Assay / KoandyecTBeHHOE Not less than 9.0 mg and not more than
onpeeneHne 11.0 mg Cy 11,5 CIN,O; 21ICI (cctirizine
10.01 mg/ 10,01 mr dihyclmchlooride) in tablc‘:t (between 90,0 %
100.1% / 100.1% nd 110,0 % of label claim)./ Ot 9,0 Mr mo
i 11,0 Mr C2HasCIN20O3-2HCI (uerupusnna
uruapoxnopun) B Tabnetke (ot 90,0 % no
110,0 % OT HOMHHAJILHOT'O COREPKAHU).

Remarks: The Product confirms to ND/
Ipumeuanue: IponykT coorsercrByeT TpebopanusM HJI

Conclusion: APPROVED /
3axnwuenne: OJOBPEHO

Prepared by / IloaroropneHo: Checked by / IlpoBepeHo:
D. Latha- Quality control- N.V. Krishna - Quality control- Team
Member

Team Member \ 5 ; 0 %

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

Print Date /[ara: 16-01-2025 Print Date /[lata: 16-01-2025

Print Date //Tara: 16-01-2025




Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3IA
Product: Cetrine film coated tablets, 10 mg
Hpoaykr: Lerpun® Tabnerky, MOKPHITHIE INIEHOYHO#H 000104YKOo#, 10 Mr
Market / Peinok : Russia / Poccus
Batch No. / . B2500052 Batch Quantity / 955 KG / 955 KI'
Cepun Ne Pasmep cepun
Analytical Repo“rt No. / . 2002FP25000055 Date of Analysis / 16-01-2025
AHanuTnyeckuii oruer Ne JlaTa anannza
Date of Manufacture / . 20-12-2024 Date of Expiry / 30-11-2027
JaTa npousBoacTBa T'ogeH o
Mfg. License No. / MA number: /
IIpon3BoACTBEHHAA : 63/RR/AP/96/F/R ‘ JITT-Ne(005456)-(PT-RU)
Homep PY

JuneH3ua Ne
Analysis performed according ND / Ananu3 nposeaen mo H/I: JITI-Ne(005456)-(PI'-RU)-150524

Test / IlokazaTenn Result / PesynbTaTsl

Specification / Hopma

Subdivision of tablets /
Jlenenue TadJIeTOK

Complies / CoorBeTcTByeT

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. /
[Tabnerky COOTBETCTBYIOT TPeGOBaHMAM, ECITH
He Gosiee 1 euHUYHAsA Macca OTKIIOHSAETCS 32
npeaenst 85%-115% ot cpenHeld MacchlL.
TabNCcTRM HC COOTBCTCTBYHOT TPCOUBAHIAM,
ecsiv Gostee yeM 1 MHAMBUAYanbHAs Macca
OTKJIOHAETCA OT ITHX NpeleNnoB Wiy, eciu 1
MHANBHYANbHAA Macca OTKIIOHSETCS 3a
npenens 75%-125% ot cpenHel Macchl.

9 Microbiological purity* /
Muxpoonosorudeckas
yHcTOTa*
a) Total aerobic microbial count / Not Applicable Not more than 1000 CFU/g /
Obmee Yuciio a3poOHBIX He Gonee 1000 KOE/r
MHKPOODPraHH3MOB
b) Total combined yeasts and Not Applicable Not more than 100 CFU/g /
mould count / O6mee 4ucno He Gonee 100 KOE/r
IPOMOKEBBIX U IIECHEBBIX TPUOOB
) E. ooli Mot Appliocablo Shall bo absont in 1g/ Otoyrorpio o 1 ¢

Remarks: The Product confirms to ND/
IIpameuanme: IIpogykr coorBercTByeT TpeboBanusM HJ

Conclusion: APPROVED /
3axmouyenne: OJJOBPEHO

Prepared by / ITonrorosneHo: Checked by / IIpoBepeHo:
D. Latha- Quality control-

Team Member ‘-gé,_,

Member

4

N.V. Krishna - Quality control- Team

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykopogurens
Ajay Kumar - Quality Assurance- Team
Member )

Print Date /Tara: 16-01-2025 Print Date /arta: 16-01-2025

Print Date /JaTta: 16-01-2025
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Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

IMpoaykr: Llerpun® TabiaeTkH, HOKPHITHIE IIIEHOUHOM 00004ko#, 10 Mr

Market / Poinox : Russia / Poccus

Batch No. / . B2500052 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pazmep cepuu

Analytical Repourt No./ . 2002FP25000055 Date of Analysis / 16-01-2025

AnanurHyecknii order Ne JlaTa anajanza

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

JlaTa npousBoacTBa TI'opgen go

Mfg. License No. / MA ber: /

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

Juuensusi Ne

Analysis performed according ND / Auann3 nposenen no HJI: JITI-Ne(005456)-(PI'-RU)-150524

Ne Test / IlokaszaTens

Result / PesyibTaThl

Specification / Hopma

10 Package / YnakoBka

10 tablets in PVC/PVDC//aluminum
leaflet in a carton. / [To 10 Tabnerok B
[To 2 Gnuctepa BMECTE C MUCTKOM-

BEAaABIILIEM YIIAKOBAHEI B IIAYKY
KapPTOHHYHO.

blister. 2 blisters and patient information

MMBX/ITABX//amomunueBom OiucTepe.

10 tablets in PVC/PVDC//aluminum blister. 2

or 3 blisters and patient information leaflet in
carton. /

[To 10 Tabnerok B

[MBX/TTJIBX//amomuruesom Giuctepe. 1o 2

1K 3 GrucTepa BMECTe C JIHCTKOM-

BKJIAJBIIIEM YIIAKOBAHEI B AYKY 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 / IIpoBoguTCcsi IPOM3BOMUTENEM [IPH BIMIYCKE MIEPHOAMYECKH: IUTs Kaxknoi 20-oif cepun unm He meHee 1
pasa B rog. ITokxazatens MoxeT OrITh He BKIoueH B CepTudukar aHamusa GupMEL.

Remarks: The Product confirms to ND/
IIpumeuanne: IIpoaykr cooTBercTByeT TpeboBarusam HJT

Conclusion: APPROVED /
3axmouenne: OJJOGPEHO

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

Team Member l&/_ﬂ

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

Member é

Approved by: Manager/Executive /
Opobpeno: MeHemkep / PykoBoautens
Ajay Kumar - Quality Assurance- Team
Member n

Print Date /JTara: 16-01-2025

Print Date /Jata: 16-01-2025

Print Date /ara: 16-01-2025
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Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3IA

Product: Cetrine film coated tablets, 10 mg
Npoaykr: Herpun® Tabnerku, MOKPRITHE IUIEHOUHOH obonoukoi, 10 mr

Market / Poinok : Russia / Poccus

Batch No./ : B2500052 RatchiOnantity . 955KG/955 KT

Cepus Ne Pazmep cepun

Analytical Repovrt No./ . 2002FP25000055 Date of Analysis / . 16-01-2025

AHaJNHTHYECKHU oTUeT Ne JlaTa aHanu3a

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

JaTa npousBoacTraa T'ogen no

Mfg. License No. / MA ber: /

TIpon3BoACTBEHHAS : 63/RR/AP/96/F/R L JI1-Ne(005456)-(PT-RU)
Homep PY

JuneH3nst Ne

Analysis performed according ND / Ananus nposeaen no HJT: JITI-Ne(005456)-(PI'-RU)-150524

API name / HaumeHopanue A@C: Cetirizine dihydrochloride / LleTupusuHa TUTHAPOXIIOPUL,

INN / MHH: 3 Cetirizine / leTupnzun

API manufacturer batch number / BT00-24061

Homep cepuu npouspoauresisi AQC:

FP Manufacturer API Batch number / FBRA00567

Homep cepun cy6cTanuun npoussogurtens IJId:

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

IIponseoantens AD®C, crpana: I'noxem Mupactpuec Iet. Jlta., Uuous

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

HaumeHoBaHHe, aipec, THIEH3H A5 Malkajgiri Distrist — 500090, Telangana State, India (license No

IpoussoacTBeHHast Momanka / [Lromanka KOHTpoIs 63/RR/AP/96/F/R). / TIpoussopcisentoe noapaspenenne-ll,

kauecrBa / Ilnomaaka BeImycka Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54&83, bauynannu

Bumnamk, bauynammm Mangan, Meauan Manakamkrapu
Iuctpuxt — 500090, wrar Tenanrana, Muaus (Jlunensus 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».

3aruoueHue 0 cooTBeTcTBHM: «HacToSIMM s OATBEPKAIO0, YTO MMPUBEAEHHAs Bblllle HHpOpMaIWs SBIAETCS HOCTOBEPHOU U
TOYHO. DTa cepusa MPOAYKIMM MPOM3BEACHA (BKJEOYAs YNAKOBKY (MapKUPOBKY) M KOHTPONbL KadyeCTBa) Ha BhIUCYKa3aHHOM
HpOM3BOACTBEHHOM TUTomaKe (TUIOIAAKaX) B TIONHOM COOTBETCTBHH ¢ TpeGoBaHMAMY TIpaBun Haanexamen TpOU3BOACTBEHHOM
mpakTvku EBpasuiickoro skoHommyeckoro corsza (GMP/EAEU/RU/00573-2022) u TpeGoBaHHMsAMHM KOHTPOJA Ka4ecTBa
JIEKapCTBEHHBIX CPEICTB, @ TAKKE B COOTBETCTBHH CO CHElM(UKALMAMY, CONEPKAMUMUCA B PETHCTPALMOHHOM AOChE CIPdHbL-
HMHOOpTepa. 3amucy 110 MPOM3BOACTBY, YIAKOBKE M aHAIM3y NPOBEPEHBI, M YCTAHOBNEHO MX COOTBETCTBHE TpeGoBaHiiM Ilpasun
HaJUIexalieil IpOU3BOACTBEHHOM NpakTukH EBpaznuiickoro 3kOHOMHYECKOTO COH03ay.

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
IIpumeuanue: [Iponykr cooTBercTBYET TpeboBanuam HII 3axurouenne: OJJOBPEHO

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

D. Latha- Quality control- N.V. Krishna - Quality control- Team OpoGpeno: Menemxkep / PyxoBonureis

Team Member Member Ajay Kumar - Quality Assurance- Team
%/] Member n

Print Date /J]ata: 16-01-2025 Print Date /[Tata: 16-01-2025 Print Date /JTara: 16-01-2025




