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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
IMpoaykr: Lerpun® TabneTiH, NOKpeITHIE IIIEHOUHOMN 06004K0H, 10 M

Market / Prinok : Russia / Poccus

Batch No. / . B2500114 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pasmep cepuu

Analytical Repovrt No. / . 2002FP25000063 Date of Analysis / 16-01-2025

AnamnTndecknii oryer Ne JlaTa aHanu3a

Date of Manufacture / . 26-12-2024 Date of Expiry / 30-11-2027

Jarta npounsBoacTsa I'open no

Mfg. License No. / MA number: /

YIpon3BoACTBeRHAS : 63/RR/AP/96/F/R umoer: JITI-Ne(005456)-(PT-RU)
Homep PY

auuensus Ne

Analysis performed according ND / Ananu3 nposeaen mo HJI: JITI-Ne(005456)-

(PT-RU)-150524

Ne est / Iloka3aTens Result / Pezynbrarst

Specification / Hopma

White coloured, round, biconvex film
coated tablet with a breakline on one side.

1 Description / Onncanue

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

White core on cross section. / Kpyrinsie]

[UIEHOYHOM 0060J10uKOi Genoro leeTa,
pUCKOM Ha opHoil cropoHe. Hi
MONEpPeYHOM paspese — sapo Oenoro
LIDOTA. .

JIBOSIKOBEBINYKIIbIE TabneTky, nokpsiThieKpyriasie

]

JBOSIKOBBIIYKJIBIE  TabJeTkH,
MOKPBITEIE TUNIEHOUHOH 060M04K0#H 6eoro uim
noury Oeyoro 1BeTa, C PUCKOHM Ha OAHOI
cropoHe. Ha nomepeyHoM paspese  sapo ofl
Gestoro o mouTH GCNOro LBCTA. v

The retention time of the main peak in the;
chromatogram of test solution comply]
with the retention time of the main peaki
in the chromatogram of Cetirizine
Hydrochloride reference
solution. /

Identification /
HnenTndurauus

HPLC / BOXX

standardreference standard solution (section "Assay").

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

Bpemsi ynep>kuBaHMS OCHOBHOTO IHKa Ha

BpEMH YACPKUBAHHUA OCHOBHOI'O ITHKA H:

CTaHJAPTHOTO
THApOXJIOpHUIA.

pacTBOpa

XpPOMAaTOrpaMMe HCHBITYEMOrO PacTBOPAAOIKHO
COOTBETCTBYET BPEMCHH YHAEPKHBAHUAYIEPKHBAHHA
OCHOBHOTO THKa Ha XpOMaTOrpaMMeXpoMaTtorpamme
LETHPH3HHAUETHPH3HHA

XpOMaTOrpaMMe  UCIBITYEMOrO  pacTBOp
COOTBETCTBOBATH BpPEMEHH
OCHOBHOTO IHKa H
CTaHJApTHOTO  PacTBOP
TUIPOXJIOpUIA (pazzen

«KonuuecTBeHHOE OlpenereHue).

Remarks: The Product confirms to ND/ Co

nclusion: APPROVED /

IIpumeuanne: IlponykT cooTBercrByer TpeboBanusam HJT,

3aknwuyenne: OJOBPEHO

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

Team Member ‘_&.}/ %

Approved by: Manager/Executive /
OnmobpeHo: Menemxkep / PykoBoaurens
Ajay Kumar - Quality Assurance- Team
Member U’j

Print Date /Jara: 16-01-2025

Print Date /[Jata: 16-01-2025

Print Date /JTata: 16-01-2025




‘Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg
Hpoaykrt: erpyH® TabneTku, NOKPEITEIE MIIEHOYHOI 060510uKOi1, 10 MT

Market / Poinox : Russia / Poccus

Batch No. / . B2500114 Batch Quantity / 955 KG /955 KT

Cepus Ne Pazmep cepuu

Analytical Repovrt No./ . 2002FP25000068 Date of Analysis / 16-01-2025

AHaauTHYeckHil oTueT No JlaTa anajansa

Date of Manufacture / . 26-12-2024 Date of Expiry / 30-11-2027

JlaTra npoussoacrea Toaen go

Mfg. License No. / MA ber: /

TIpoH3BOACTBEHHAS : 63/RR/AP/96/F/R numoer: JITI-Ne(005456)-(PT-RU)
Homep PY

Junen3us Ne

Analysis performed according ND / Ananus nposeges no HJI: JJII-Ne(005456)-(PT-RU)-150524

Ne Test / IloxazaTennb

Result / Pe3ynbTaThl

Specification / Hopma

UV- spectrophotometry /
V- ciektpodoTOMETpHST

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 ®-criexTpsl HOTJIOMEHUS HCTIBITYEeMOro
pacTBOpa M CTAaHEApTHOTO  pacTBOpal
LCTHPMINHA THApOXIopyaa B obnactu ot 200

0 400 HM [OJKHBI HMMETh MAaKCHMYMBI
MOrfQLIeHHs NpPH OOHOM M TOH K€ AJMHE
BOJIHBEI C AOITYCTUMBIM OTKIOHCHHEM + 2 HM.

3 Water content/
Cogepixanne BOJbI

3.6% wiw / 3,6%

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

4 Uniformity of dosage units /
OAHOPOTHOCTE JO3MPOBAHHBIX
eHHHI

2.8/2,8

Acceptance value (AV) should be not more
than 15.0 / Tlokazatens npuemneMoctd (AV)
imospkeH OwiTh He Oonee 15,0.

5 Dissolution / PacrBopeHue

99%, 100%, 100%, 95%, 100%, 99%

INot less than 80% (Q) of the labeled amount
of C21HasCIN,O5-2HCI (cetirizine
dihydrochloride) after 30 min. / He meHee
80 % (Q) OT HOMHHANBEHOIO COIAEPKAHMUS
C21H25CIN203-2HCI (uetHpuzuHa

muruapoxnopua) Yepes 30 MuH.

Remarks: The Product confirms to ND/
Ipumeuanue: ITpoaykT cooTBercTBYeT TpeboBanuam HJI

Conclusion: APPROVED /
3axawuenne: OJJOBPEHO

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

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

Member %

Approved by: Manager/Executive /
Onob6peno: Menemxep / Pykosomurens
Ajay Kumar - Quality Assurance- Team
Member 041’1"

Print Date /JIara: 16-01-2025

Print Date /ara: 16-01-2025

Print Date /ara: 16-01-2025




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIHU3A

Product: Cetrine film coated tablets, 10 mg
Ipoayxr: Lerpuu® TabneTku, nokpeITHE INICHOYHOH 0605104K0it, 10 M

Market / Poinok : Russia / Poccus

Batch No. / . B2500114 Batch Quantity / . 955KG/955 K

Cepus Ne Pasmep cepun

Analytical Repourt No./ . 2002FP25000068 Date of Analysis / . 16-01-2025

AHanuTHYecKHii oT3eT No JlaTa anannza

Date of Manufacture / . 26-12-2024 Date of Expiry / . 30-11-2027

JlaTa npou3BoicTBa I'ogen xo

Mfg. License No. / MA number: /

IIpou3BoacTBEeHHANA : 63/RR/AP/96/F/R ) JITI-Ne(005456)-(PI'-RU)
Homep PY

JuneH3ns Ne

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

Any individual unidentified
impurity / JIrobas eguHUYHAS Not detected / He o6HapyxeHa

HeuAeHTUGULIMPOBAHHAS IPUMeECh
0.05%/0,05%

0.1%/0,1%
Total impurities /
CymMa npumMecei

Ne ]Test / Tloxasarennb Result / Pe3yabTaTsl Specification / Hopma
6 Impurities / Ilpumecn Less than Limit of Detection (LOD =
0.005%) / Hinke npenena obHapyxeHus
Impurity A/ (ITO = 0,005%)
[Mpumecs A INot more than 0.2 % / ve 6onee 0,2 %
Impurity B / Less than LOQ (LOQ = 0.010%) / Huxe
[Mpumecs B npenena KonuyecTBeHHoro onpenenenusaNot more than 0.2 % / He Gonee 0,2 %
Impurity C/ (ITKO = 0,010%)
[Mpumecs C . Nut mote than 0.2 % / ne Gonee 0,2 %6
Impurity D / Less than LOQ (LOQ = 0.017%) / Hxke
[Ipumecs D npenea KonuuecTBeHHOro onpeaenerus|Not more than 0.2 % / He 6omnee 0,2 %
Impurity E / (IIKO = 0,017%)
[pumeck E Not more than 0.2 % / ze 6onee 0,2 %
Impurity F / Not detected / He oOHapysxeHa
TTpumecs F INot more than 0.2 % / "e 6onee 0,2 %
0.02%/0,02%

INot more than 0.2 % /
He 6onee 0,2 %

Not more than 2.0% /
He 6onee 2,0%

7 Assay / KosmdccTBcHHOC
onpeaesieHHe

10.07 mg/ 10,07 mr
100.7% / 100,7%

Not less than 9.0 mg and not more than
11.0 mg C,1H2sCIN2O3-2HCI (cetirizine
dihydrochloride) in tablet (between 90,0 %
fand 110,0 % of'label claim)./ Ot 9,0 mMr 1o
11,0 Mr C21H25C1N203'2HC1 (ue’rnpmHHa
imuruapoxnaopun) B tabnerke (ot 90,0 % o
110,0 % OT HOMHHAJIBHOrO COJIEPIKAHHA).

Remarks: The Product confirms to ND/
Ipumeuanue: IIpogyxr cooreercTBYeT Tpebopanusm HJT

Conclusion: APPROVED /
Jakiaouenue: OJOBPEHO

Prepared by / IToarotopieHo: Checked by / ITpoeepeno:
D. Latha- Quality control- N.V. Krishna - Quality control- Team
Team Member Member é

Approved by: Manager/Executive /
Onmo6peno: Meuemxep / Pykoroaurens
Ajay Kumar - Quality Assurance- Team
Member n

a

Print Date /ata: 16-01-2025 Print Date /Hata: 16-01-2025

Print Date /JTata: 16-01-2025




Dr.Reddy’s Qf‘

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

Ipoaykt: LeTpua® TabneTky, MOKPEITHIE INIEHOUHOH 060/10UKOH, 10 mMr

Jauuensus Ne

Market / Peinok : Russia / Poccust

Batch No. / . B2500114 Batch Quantity / 955 KG / 955 KT

Cepusa Ne Pazmep cepun

Analytical Repovrt No./ . 2002FP25000068 Date of Analysis / 16-01-2025

AHAJIHTHYeCKHIH oTUeT No JlaTa ananu3a

Date of Manufacture / . 26-12-2024 Date of Expiry / 30-11-2027

JlaTa npon3BoACTBa Tonen xo

Mfg. License No. / MA number: /

IIpou3BoacTBEeHHAA : 63/RR/AP/96/F/R : JIIT-Ne(005456)-(PI'-RU)
Homep PY

Analysis performed according ND / Anaans nposesen no HJL: JITI-Ne(005456)-(PT-RU)-150524

’J_Ve Test / IlokazaTelb Result / PesyabTaTsl

Specification / Hopma

8 Subdivision of tablets /
Jesienne TabaeToOK

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. /
TaGneTKyH COOTBETCTBYIOT TpeGOBAHMAM, €CHIH
He Oojiee 1 egMHNYHAS Macca OTKJIOHIETCA 32
npenesnst 85%-115% ot cpenHeli Maccel.
'Tabnerky He COOTBETCTBYIOT TPEOOBAHUAM,
ecni Gonee yeM 1 MHOWBUAYaTbHASA Macca
OTKJIOHAETCA OT 3TUX MPEAENIOB WIIH, ecid 1
HHIMBUIYAIBHAS Macca OTKIOHAETCA 3a
npenensi 75%-125% oT cpenHeii MaccHL.

9 Microbiological purity* /

Muxpobuonorngeckas

yncToTa*

a) Total aerobic microbial count / Not Applicable Not more than 1000 CFU/g /

Ob1ree YHCIo a3poOHBIX He 6onee 1000 KOE/r
MUKpPOOPraHH3MOB

b) Total combined yeasts and Not Applicable Not more than 100 CFU/g /

mould count / Ofmee yuciao He Gonee 100 KOE/r

IMPONCKEBEIX U [UIECHEBBIX IPUGOB

c) E. coli Not Applicable Shall be absent in 1g/ OtcyTcTBHE B 1 T

Remarks: The Product confirms to ND/
Ipumeuanue: [ponykr coorsercTByeT Tpebopanuam HI

Conclusion: APPROVED /
Zaxmouenre: OJJOBPEHO

Prepared by / IToarotoeneso: Checked by / TIposepeHo:
D. Latha- Quality control-

Team Member Member

%

N.V. Krishna - Quality control- Team

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoautens
Ajay Kumar - Quality Assurance- Team
Member Al

Print Date /Jlata: 16-01-2025 Print Date /dara: 16-01-2025

Print Date /MTata: 16-01-2025




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

Ipoaykt: Lietprn® TalneTkH, NOKPhITEE INIEHOUHOH 060/104KOH, 10 mr

Market / Pernox : Russia / Poccus

Batch No. / . B2500114 Batch Quantity / 955 KG / 955 KT

Cepusi N Pasmep cepun

Analytical Repourt No./ . 2002FP25000068 Date of Analysis / 16-01-2025

AHaJuTHYeCKHii oTdeT No JlaTa ananusa

Date of Manufacture / . 26-12-2024 Date of Expiry / 30-11-2027

JlaTa npon3BoACTBA T'onen no

Mfg. License No. / MA number: /

IlpousBoAcTBeHHAS : 63/RR/AP/96/F/R i JIII-Ne(005456)~(PT-RU)
Homep PY

JHueH3us Ne

Analysis performed according ND / Anaaus nposesen mo H/L: JITI-Ne(005456)-(PT-RU)-150524

Ne Test / IlokazaTean

Result / PesyasTarTsi

Specification / Hopma

10 Package / YmaxoBka

10 tablets in PVC/PVDC//aluminum

leaflet in a carton. / ITo 10 Tabnerok B

[To 2 6mucTepa BMECTE C TUCTKOM-
BKJIA/(BILIEM YITAKOBAHEI B TTAUKY
KapTOHHYIO.

blister. 2 blisters and patient information

[IBX/TIABX//amoMunreBoM 6mHcTepe.

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

Mo 10 Tabnerok B
MMBX/TIJIBX//amomunueBomM bauctepe. Ilo 2
unu 3 GikcTepa BMeCTe ¢ JINCTKOM-
BKJTAZIBILEM YIIAKOBAHBI B TIAYKY 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 / [TpOBOIMTCS TIPOU3BOUTENEM IIPH BEITYCKE NEPHOAMHYECKH: AN Ka)nol 20-0# cepuy MM HE MEHee 1
paza B rog. ITokazatens MOeT GbITh He BKIO4YeH B CepTHdHKAT aHanu3a GUPMBL.

Remarks: The Product confirms to ND/
I pumeuanue: [IJpoaykT cooTBeTCTBYET TpebopanusaM HJT

Conclusion: APPROVED /
Zaxawuenue: OJOBPEHO

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

Team Member LQ/

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

Member %

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykosoauTtes
Ajay Kumar - Quality Assurance- Team
Member r

Print Date /[ata: 16-01-2025

Print Date /MTara: 16-01-2025

Print Date /Hara: 16-01-2025
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
Hpoaykr: HerpuH® TabNeTKH, NOKPHITHE MIeHOYHOH obonoykoi, 10 Mr

Market / PoiHok : Russia / Poccus

Batch No. / : B2500114 Batch Quantity / . 955KG /955 KT

Cepus Ne Pasmep cepnn

Analytical Repovrt No./ . 2002FP25000068 Date of Analysis / 16-01-2025

AHasuTHYecknH oTder Ne JaTa anaausa

Date of Manufacture / . 26-12-2024 Date of Expiry / . 30-11-2027

JlaTa nmpousBoacTBA Togen o

Mfg. License No. / MA ber: /

TIpon3BoACTBeHHAs : 63/RR/AP/96/F/R numoer: s JI[I-Ne(005456)-(PT-RU)
Homep PY

JuneH3us Ne

Analysis performed according ND / Auanns nposegen mo HJ: JITI-Ne(005456)-(PI'-RU)-150524

API name / HaumenoBanue A®C: Cetirizine dihydrochloride / LleTuprsuHa JMrHAPOXIIOPHI

INN/MHH: . Cetirizine / IleTupuzun

API manufacturer batch number / BT00-24065

Homep cepun npouspoantens APC:

FP Manufacturer API Batch number / FBRA00563

Homep cepnn cy6eTanunn npouszsoautens IJID:

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

IIponssoaurens ADC, cTpaHa: I'noxem Uupactpuec ITst. JITa., Manus

Nue, address, authurizativn Nu fur FP Tutiulation Teult Ops — I, Sutvey No. 42p, 43, 44p, 45p, 46p,

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

HaumeHoBaHHe, agpec, THIEH3INS A Malkajgiri Distrist — 500090, Telangana State, India (license No

pousBoacreenHas naowaigka / Ilnomanka KoHTpoJsA 63/RR/AP/96/F/R). / IIpouzeoacTBeHHOE noApazaeneHue-1I,

kadecTra / [lnomagka BeIIycKa Vyactku Ne 42p, 43, 44p, 45p, 46p, 53, 54&83, bauynanmm

Bunnamxk, Bauynannu Manpan, Menuan Manakamkrupu
Muctpuxr — 500090, wrar Tenaurana, Muaus (JInnenzus 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».

3akawodenne 0 cooTBercTBHH: «HacTosmuM s MOATBEPKAAI0, YTO NPUBEICHHAs BEIIEe HHGOpMALs ABIIETCA JOCTOBEPHON H
TOYHOH. DTa Cepus MPOILYKIMH MpPOU3BENEeHA (BKIIOYAA YMAaKOBKY (MapKMpOBKY) M KOHTpPOJb KauecTBa) Ha BHIICYKAa3aHHOMN
MPOK3BOACTEEHHOM MiolIajke (MIOMAAKaX) B MOJMHOM COOTBETCTBHH ¢ TpeboBaHuamMu [Ipasuin Haasexallei MpOM3BOACTBEHHOM
npakTuku EBpasuiickoro skoHomuyeckoro corosa (GMP/EAEU/RU/00573-2022) u TpeGoBaHHAMH KOHTPOJI KayecTBa
JIEKAPCTBEHHBIX CPEACTB, @ TAKXKE B COOTBETCTBUU CO CHELM(PUKALMAMY, COACPXKAIMUMUCS B PETMCTPALIMOHHOM JOCHE CTPaHEI-
HUMTOpTEpa. 3alKCH TI0 TIPOU3BOACTRY, YNAKOBKE M aHAIN3Y NPOBEPEHB], U YCTAHOBJIEHO X COOTBETCTBHE TpeGoBanuaM Ilpasun
HaJJiexallei Mpou3BOACTBEHHON NPakTHKH EBpa3uiickoro 3KOHOMHYECKOTO COI03a».

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Npumedanne: Iponykt cootsercTByeT TpeboBanusam HJL 3axumwogenne: OJTOBPEHO

Prepared by / ITonrotosneno: Checked by / IlpoeepeHno: Approved by: Manager/Executive /

D. Latha- Quality control- N.V. Krishna - Quality control- Team Onobpeno: Menemkep / Pyxopoautens

Team Member ( Member Ajay Kumar - Quality Assurance- Team
% /gf Member n
24

Print Date /Jlata: 16-01-2025 Print Date /JTara: 16-01-2025 Pfint Date /Hata: 16-01-2025




