CERTIFICATE OF ANALYSIS

= l, ..
Dr.Reddy’s €3¢

CEPTUOUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
Ipoaykr: LeTpua® TabneTky, DOKpHIThIE IWIEHO4HOH 06onoukoif, 10 Mr

Market / PeiHoK : Russia / Poccus

Batch No. / . B2501574 Batch Quantity / 955 KG /955 KT

Cepus Ne Pasmep cepuu

Analytical Repovrt No. / - 2002FP25001248 Date of Analysis / 24-05-2025

Ananurndeckuii oryer Ne JlaTa aHajiu3a

Date of Manufacture / . 09-05-2025 Date of Expiry / 30-04-2028

JlaTa npou3BoAcTBa T'onen no

Mfg. License No. / MA ber: /

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

JuueH3us Ne

Analysis performed according ND / Ananu3 npoeenen no HJI: JITI-Ne(005456)-(PT'-RU)-150524

Ne  [Test/ Iloxasatens Result / PesynbTaThl

Specification / Hopma

1 Description / Onucanne

Ha  OJHOH

PHCKOH CTOpOHE.

LBeTa.

White coloured, round, biconvex film
coated tablet with a breakline on one side,
White core on cross section. / Kpyrisie
[BOAKOBBITYKIbi€ TaOJIETKH, MOKPhITHIE
MJeHOYHOM obonogkoii Oenoro 1BeTa, ¢
Hanoutn Oenoro 1mBera, ¢ pHUckoil Ha OAHOU

rnonepeyHoM paszpese — sapo 0Oenoro

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

Kpyrasie JTBOSIKOBBITTYKJIBIE TabJIETKH,
MOKpPbIThIE IUIEHOYHOH 000109K0#t Oesoro win

cropoHe. Ha momepeyHoM paspese sopo OT
Gesioro 1o mourty 6eNoro LBeTa.

2 Identification /

rHAPOXJIOPHIA.

1.

The retention time of the main peak in the

standardreference standard solution (section "Assay").

Nnenruduxanus chromatogram of test solution comply
with the retention time of the main peak
HPLC / BOXX in the chromatogram of Cetirizine
Hydrochloride reference
solution. /

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|

BpeMs yIOepXKHBaHUS OCHOBHOIO IIHKA Ha

BPGMR YOCp>XUBaHHA OCHOBHOI'O INHKa Hampomamrpamme
XpOMaTOIpaMMe MCIILITYEMOTO pamﬂpalnomkuo

COOTBETCTBYET BpPEMEHH Y/EPKHMBAHHSYIEPKHUBAHHS
OCHOBHOTO INHKa Ha XpOMarorpamMm
CTaHZARPTHOTO PpacTBopa LETHPH3HHALCTHPH3MHA

HUCHBITYEMOr0  pacTBopa

COOTBCTCTBOBATH BpPEMEHH

OCHOBHOI'O NHUKa Ha]

pomaTorpaMMe  CTaHNapTHOTO  PacTBOpa
THIpOXJIOpAna (paszen;

«KonH4eCTBEHHOE OTIPEETIEHHEN ).

—

Remarks: The Product confirms to ND/
Ipnmeyanue: IIpoaykT cooTBeTcTBYET Tpeboarusm HJT

Conclusion: APPROVED /
3akmouyenne: OJOBPEHO

Prepared by / Iloaroroenexo: Checked by / IIpoBepeHo:
D. Latha - Quality control- Team N.V. Krishna - Quality control- Team

Member L&L_ Member £

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoBogurens
Ajay Kumar - Quality Assurance- Team
Member n

cel

Print Date /[Tata: 26-05-2025 Print Date /[{ata: 26-05-2025

Print Date //Tata: 26-05-2025




Dr. Réddy’s "g‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIV3A

Product: Cetrine film coated tablets, 10 mg
Ipoaykr: letprH® TabieTKH, NOKPHITHIE INIEHOYHOH 000104K0H, 10 Mr

Market / Peinox : Russia / Poccusa

iatch o . B2501574 el JOTETT 955 KG /955 KT

Cepusi Ne Pazmep cepun

Analytical Repovrt No. / - 2002FP25001248 Date of Analysis / 24-05-2025

AHanuTn4yeckuii orger No JlaTa aHayin3a

Date of Manufacture / . 09-05-2025 Date of Expiry / 30-04-2028

JlaTa npou3BoACTBA TI'ogen po

Mfg. License No. / MA number: /

IIponsBoacTBeHHas ¢ 63/RR/AP/96/F/R ) JIII-Ne(005456)-(PT-RU)
Homep PY

JuueHsus Ne

Analysis performed according ND / Ananu3 nposeaen no H: JIII-Ne(005456)-(PI'-RU)-150524

98%, 95%, 99%, 102%, 101%, 99%

Ne  [Test / IlokazaTesn Result / Pe3ybTaTsl Specification / Hopma
UV- spectrophotometry / Complies / CooTBeTCTBYET 'The UV-spectrum of the test solution and the
V®- cniektpodoTomeTpus Cetirizine Hydrochloride reference standar

solution in the range 200 nm to 400 nm shoul
exhibit ' maxima absorbance at about the same
wavelengths with an allowed variation of +2
nm./ Y ®-crnexTpbl NOrI0ILEHHA HCMBITYEMOTO,
pacTBOpa W CTAHIAPTHOTO  PacTBOp:
LEeTHPU3HHA rHApoxopuna B oGnacth ot 200,
o 400 HM JOMKHEI HMETb MAaKCHMYMBI

. . MOIJIOMIEHHA TIPH OAHON M TOH Xe JUTHHE
BOJIHBI C JOTTYCTHMBIM OTKJIOHEHHEM £ 2 HM.

3 Water content/ Not more than 8.0% /
ConepxaHHe BOAbI 3.5% wiw [ 3,5% He 6oinee 8,0 %

4 Uniformity of dosage units / Acceptance value (AV) should be not more
OIHOPOIHOCTL NO3HPOBAHHBIX 54/54 than 15.0 / INokazarens mpuemneMocta (AV)
CAMHHIL mospkeH bbiTh He Oonee 15,0.

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

of C21H2sCIN2O5-2HCI (cetirizine
idihydrochloride) after 30 min. / He Menee
180 % (Q) 0T HOMHHATLHOTO CONEPKaHHSA
lC:,HgClN:O,: -2HCI (meTHpH3HEa
IUrHApoxIopHa) depes 30 Mun. |

Remarks: The Product confirms to ND/

IIpumeuanue: I1poxykT cooTBeTCTBYET TpeboBanusaM HJT

Conclusion: APPROVED /
3axmouenue: OJOBPEHO

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

ke

A

Approved by: Manager/Executive /
Onob6peno: Menemxep / PykoBoaurens
Ajay Kumar - Quality Assurance- Team
Member n

c

Print Date /JTata: 26-05-2025

Print Date /lata: 26-05-2025

Print Date /Hara: 26-05-2025




Dr.Reddy’s Q¢

CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
IpoayxT: Lletpua® TabneTky, TOKPHITHIE IWICHOUHOH 000104K0H, 10 M

Market / Prinok : Russia / Poccus

Batch No. / . B2501574 Batch Quantity / 055 KG /955 KT

Cepus Ne Pasmep cepun

Analytical Repourt No./ - 2002FP25001248 Date of Analysis / 24-05-2025

AHanUTHYeCKHIi oTHeT Ne JaTa ananusa

Date of Manufacture / . 09-05-2025 Date of Expiry / 30-04-2028

JlaTa npou3BOACTBA I'oaen no

Mifg. License No. / MA number: /

Ilpou3BoacTBEHHAS : 63/RR/AP/96/F/R : JIT1-Ne(005456)-(PT-RU)
Homep PY

JIHLeH3usa No

Analysis performed according ND / Auasiu3s npoeened no HJI: JITI-Ne(005456)-(PT-RU)-150524

o Test / ITokasaTens Result / PesynabTaThl Specification / Hopma
6 Impurities / Ilpumecn
Not detected / He o6HapyxeHsa
Impurity A /
[Ipumecs A 0.01%/0,01% Not more than 0.2 % / He 6onee 0,2 %
Impurity B /
[Mpumecs B Less than LOQ (LOQ = 0.017%) / Hixe [Not more than 0.2 % / ve 6onee 0,2 %
Impurity C/ Mpenesna KOJUIeCTBCHHOTO ONpeAeNeHus
[Tpumeck C (ITKO = 0,017%) Not more than 0.2 % / ne 6omee 0,2 %
Impurity D /
ITpumecs D Not detected / He oOHapyxeHa INot more than 0.2 % / ve 6onee 0,2 %
Impurity E /
[Tpumecs E 0.03% / 0,03% Not more than 0.2 % / ve 6omee 0,2 %
Impurity F /
pumecs F Less than Limit of Detection (LOD = [Not more than 0.2 % / He 6onee 0,2 %
0.015%) / Hixe npenena o6HapyKeHUsA
Any individual unidentificd (ITO — 0,015%¢)
impurity / JIro6as e xuHAIHAA Not more than 0.2 % /
HeuneHTHGHUMpoBaHHas npuMeck [0.06% / 0,06% ae 6onee 0,2 %
0.2%/0,2%
{Total impurities / ' Not more than 2.0% /
[Cymma npumeceii . He 6onee 2,0%
7 |Assay / KonnuecTBenHOe Not less than 9.0 mg and not more than
onpeneeHHe 11.0 mg C;1H2sCIN2O3-2HCI (cetirizine

10.01 mg/ 10,01 mr
100.1% / 100,1%

dihydrochloride) in tablet (between 90,0 %
land 110,0 % of label claim)./ Ot 9,0 Mr 10

11,0 mr C2;H25CIN2O3-2HCI (netupusnna

muruapoxyopua) B Tabnetke (o1 90,0 % no

110,0 % OT HOMUHAILHOTO COHCPKAHMA).

Remarks: The Product confirms to ND/
TIpumeuanne: [Iponyxt cooTBeTcTBYET Tpebopanusam HJL

Conclusion: APPROVED /
3aknwuenne: OJJIOBPEHO

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

Member ngﬁ_’,

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

Approved by: Manager/Executive /
Ono6peHo: Mernemxkep / PykoBonurens
Ajay Kumar - Quality Assurance- Team
Member N

Print Date /Jara: 26-05-2025

Print Date /JJata: 26-05-2025

Print Date /[lata: 26-05-2025




Dr.Reddy’s Q¢

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

|Fr0duct: Cetrine film coated tablets, 10 mg

IIponykr: Hetpua® TabneTky, NOKPHITEIE IEHOYHOH 0607104KOH, 10 Mr

Market / Peinok : Russia / Poccus

Batch No. / . B2501574 Batch Quantity / 955 KG /955 KT

Cepnsa Ne Pasmep cepuu

Analytical Repovrt No. / - 2002FP25001248 Date of Analysis / 24-05-2025

AHanuTH4ecKknii oTyeT Ne Jarta ananusa

Date of Manufacture / . 09-05-2025 Date of Expiry / 30-04-2028

JlaTa npou3BoOACTBA T'ogen no

Mfg. License No. / MA ber: /

TIponsBoACTBeHHas : 63/RR/AP/96/F/R fum oer: :  JIM-Ne(005456)-(PT-RU)
Homep PY

JnneH3us Ne

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

Ne Test / IloxazaTennb

Result / Pe3yabTaThl

Specification / Hopma

8 Subdivision of tablets /
Jlenexnue TabJ1eTOK

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. /
TabGneTki COOTBETCTBYIOT TPEOOBAHUAM, €CIIH
He Gonee 1 enuHIIHAS Macca OTKIIOHIETCH 33
npenenst 85%-115% oT cpenHeit Macchl.
TabneTkH He COOTBETCTBYIOT TpeGOBaHUSM,
eciy 6oJee yeM 1 MHOMBUIyabHad Macca
OTKJIOHAETCH OT STUX MPEAENOB WIH, ecnu 1
HHIHBHIYaJIbHAS Macca OTKIIOHAETCS 3a
npenenst 75%-125% ot cpenHeH MacChL

Q Microhiological purity* /
Muxkpobnoyiornyeckas
YHUCTOTA*

a) Total aerobic microbial count /
(Obmee gnrcno a3pobHBIX
MHKPOOPTraHU3MOB

b) Total combined yeasts and i
mould count / O6mee ancIO |
IIPOMOKEBBIX U IUIECHEBBIX FPHOOB |

c) E. coli ‘

Not Applicable

Not Applicable

Not Applicable

[Not more than 1000 CFU/g /
iHe 6onee 1000 KOE/r

|
Not more than 100 CFU/g /
He 6onee 100 KOE/r

|
i

|
|Shall be absent in 1g / OtcyTcTBHE B 1 T

Remarks: The Product confirms to ND/

IMpumeyanue: IIpoaykT cooTBeTCTBYET TpeboBanusM HJI

Conclusion: APPROVED /
3aknouenue: OOBPEHO

W —

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

)

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

cd

Print Date /JTata: 26-05-2025

Print Date /TaTta: 26-05-2025

Print Date /[TaTa: 26-05-2025




] . -
/ ‘.. CERTIFICATE OF ANALYSIS

Dr.Red dY S N¢ CEPTUOUKAT AHAJIVI3A

Product: Cetrine film coated tablets, 10 mg

Hponykr: LeTpuu® TabneTky, NOKPLIThIE TIEHOYHOH 0605109KOH, 10 MT

Market / PoiHOK : Russia / Poccus

Batch No. / . B2501574 LS AD Y . 955KG /955 KT

Cepus Ne Paszmep cepum

Analytical Repourt No. / - 5002FP25001248 Date of Analysis / . 24-05-2025

AHaJIMTHYeCcKHii oT4yeT No Jlara ananuza

Date of Manufacture / . 09-05-2025 Date of Expiry / . 30-04-2028

JlaTa npon3BOACTBA Tomen oo

Mfg. License No. / MA numbers: /

ITpousBoacTBeHHAS : 63/RR/AP/96/F/R N ’ JITT-Ne(005456)~(PT"-RU)
Homep PY

Jiaren3us No

Analysis performed according ND / Anasius nposenen mo HJI: JITI-Ne(005456)-(PI'-RU)-150524

\Ne Test / Iloka3zaTesnb Result / PesynabTaTel Specification / Hopma

10 Package / YnakoBka 10 tablets in PVC/PVDC//aluminum 10 tablets in PVC/PVDC//aluminum blister. 2
blister. 2blisters and patient information [or 3 blisters and patient information leaflet in
leaflet in a carton. / Tlo 10 Tabnetox B |a carton. /

TMBX/TIABX//amomunnesoM onuctepe. [[To 10 Tabnerok B

[To 2 6nucTepa BMECTE € THCTKOM= [BX/I1OBX//amomunnreBoM Ommctepe. 1o 2
BKJIA/IBIIIEM YTIaKOBAHBI B TIA4YKY Wunu 3 Gnuctepa BMECTE C JIUCTKOM-
KApPTOHHYIO. BKJAJbIIIEM YITaKOBAHBI B TAYKy KapTOHHYIO.

+Test is performed perjodically with the interval of 1 from 20 batches, or at least once a year. The test can be absent in the
Certificate of Analysis / [IpoBOAMTCA IIPOU3BOAUTEIIEM TIPH BHIITYCKe MEPHOAMYECKH: U Kakao# 20-ok cepum wid He MeHee 1
pa3a B roa. ITokasaTens MoxkeT OBITH He BKModeH B Ceprudukar aHanuza GUpMbI.

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
IIpumeyanue: IIpoayKT cooTBETCTBYET TpeboBaHmsimM H]T 3akmouenne: OJOGPEHO
Prepared by / IloaroroBneHo: Checked by / ITpoBepeHno: Approved by: Manager/Executive /

D. Latha - Quality control- Team N.V. Krishna - Quality control- Team Ono6peno: Mernemxep / PykoBoauTens
Member Member Ajay Kumar - Quality Assurance- Team
% %‘ Member PA

4l
Print Date /Jarta: 26-05-2025 Print Date /data: 26-05-2025 Print Date /Tara: 26-05-2025




» ', . °
’, °® CERTIFICATE OF ANALYSIS
D r. Reddy S ‘.‘ CEPTUOUMKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

Tpoaykr: Herpua® TabieTku, NOKPHITHIE IIeHOYHOH 000J104K0M, 10 Mr

Market / Poinox : Russia / Poccus

Batch No-/ : B2501574 Batch Quantity / . 955KG /955 KT

Cepus Ne Pa3mep cepun

Analytical Repourt No. / - 2002FP25001248 Date of Analysis / . 24-05-2025

AHajuTHYecKMii oT9eT Ne JaTa ananu3a

Date of Manufacture / . 09-05-2025 Date of Expiry / . 30-04-2028

JlaTa npousBoAcTBA T'onen oo

Mfg. License No. / MA number: /

IIpou3BoACTBEeHHASA : 63/RR/AP/96/F/R gL JITT-Ne(005456)-(PT-RU)
Homep PY

Junensns Ne

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

API name / HanmenoBanne ADC: Cetirizine dihydrochloride / LleTupusiHa SUTHIPOXIOPUL

INN / MHH: Cetirizine / LleTnpuzun

API manufacturer batch number / BT00-24080, BT00-25005

Homep cepuu npoussoaurensa APC:

FP Manufacturer API Batch number / ' FBRAO00661, FBSA00061

Homep cepuu cydcranuun npoussoaures I'JIP:

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

Hponssoputens A®RC, ctpana: I'noxem Uupactpuec I1BT. JITA., MEnus

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

HanmeHnoBaHHe, agpec, TULCH3US IS . Malkajgiri Distrist — 500090, Telangana State, India (license No

IpousBoacTeeHHas niomaaka / Ilaomanxa KoHTpo s 63/RR/AP/96/F/R). / TIpousBoacTBeHHOE NIonpazaenenue-II,

kadecTBa / [nomagka BeIMycKa Vuaactku Ne 42p, 43, 44p, 45p, 46p, 53, 54&83, bagynanm

Bunamk, Bauynamiu Mangan, Mengan Manakakrapu
Huctpuir — 500090, wtat Tenanrana, Mumua (JIunensust 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 Economiic Union is established».

3aKo9enne 0 COOTBETCTBHH: «HacToAmmM 8 HOATBEpAKNAI0, 9T0 NPHBEACHAAN BHING HE(MOPMAIHsA SRIICTCA HOCTOBEPHOH K
TO4HO#. JTa cepus NPOXYKUMH NPOU3BeNeHa (BKIIOYas YNAKOBKY (MapKMPOBKY) H KOHTPOJb KadecTBa) Ha BHIICYKa3aHHOH
NPOHM3BOJICTBEHHOM IUIOMajKe (IUIOMaKax) B IOJHOM COOTBETCTBHH ¢ TpeGopanusmu IIpaBui Haiexame NpOH3BOJICTBEHHOH
npakTeku Eppasmiickoro skoHomudeckoro cowosa (GMP/EAEU/RU/00573-2022) u TpeGoBaHMAMH KOHTPONA KadecTea
JIEKAPCTBEHHEIX CPENCTB, 4 TAKKE B COOTBETCTBUM CO CNICHMPUKALMAMHE, COAEPKAMMUMUCS B PETHCTPALIOHHOM JIOCEE CTPaHbI-
MMIIOpTepa. 3alliCH 10 TIPOU3BOMCTRY, YIIAKOBKE M aHATHM3Y [POBEPEHBI, H YCTAHOBIECHO HX COOTBETCTBHE TpeGoanmsiM Ilpasun
Hajexanei Npou3BOACTBEHHOIM NPakTHKH EBpa3uiickoro 3KOHOMHYECKOIO COI03a».

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

Mpumedanne: [IpoaykT cooTBeTcTBYeT TpeboanusaM HJT 3axkmouenne: OJOBPEHO

Prepared by / IloarotosneHo: Checked by / IlposepeHno: Approved by: Manager/Executive /

D. Latha - Quality control- Team N.V. Krishna - Quality control- Team Ono6peno: Menemxep / PykoBoaurenb

Member Member Ajay Kumar - Quality Assurance- Team
‘&, g Member f,QT

Print Date /JTata: 26-05-2025 Print Date /[Tata: 26-05-2025 Print Date /JTata: 26-05-2025




