'Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
IIpoaykT: Lletpua® TableTKH, TOKPHITHIE INIEHOYHOH 000J1049K0#, 10 MI

Market / Poinok : Russia / Poccus

Batch No. / . B2501572 Batch Quantity / 955 KG /955 KT

Cepus Ne Pasmep cepun

Analytical Repovrt No./ - 2002FP25001375 Date of Analysis / 19-06-2025

AHajauTH4ecKuii oTyeT Ne Jlara ananusa

Date of Manufacture / . 16-05-2025 Date of Expiry / 30-04-2028

JlaTa npou3BoacTBA T'oxen no

Mfg. License No. / MA numbers: /

Ilpon3BoncTBeHHAs! : 63/RR/AP/96/F/R v : JIT-Ne(005456)-(PT-RU)
Homep PY

aunneHsus Ne

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

\Ne est / Tloxazareib

Result / PeaynbTaTbl

Specification / Hopma

1 Description / Onucanune

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on cross section. / Kpyrisie
TBOSIKOBBIITYKJIBIE TAONETKH, MOKPHITHIE
IDIEHOYHO# 000J0UKO#i Oejoro uBeta, ¢
pPrULRUA Hd4  ugHUR Clupuse.
momepedHoM paspeze — anpo benoro
LBETA.

Ilduudin Genutu usela, o packuli Ha ugHLR

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

Kpyransie IBOSKOBBIITYKJbIE TabJIeTKH,
MOKPLIThIE [UIEHOYHOM 060J104K0i Henoro Wik

cTopore. Ha momepeuHoM paspese AApoO 0T
Benoro mo mouTH GeI0ro HBETA.

2 Identification /
HNaeHTnduxanus

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 Cetirizin

Hydrochloride reference standard

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
reference standard solution (section "Assay").

solution. /

BpEMﬁ YACPKHUBAHUA OCHOBHOI'O IIMKa Ha

Bpems ynep>xuBaHHs OCHOBHOTO NMK2 HAXpPOMAaTOrpaMmMe
XpOMAaTOrpaMMe HCIIBITYEMOIrO PacTROPATOMKHO

COOTBETCTBYET BpPEMEHH YIAEpPKHBaHUSAYAEPHHUBAHUA
OCHOBHOIO IIHKAa Ha XpOMaTorpamMMexpoMarorpamme

HCIBITYEMOTO

COOTBETCTBOBATH

OCHOBHOT'O
CTaHOapTHOIO

pacTBopa
BpPEMEHH
nuKka  Ha
pacTBopa

CTAaHAAPTHOTO  PacTBOpa
rUOpOXIIOpUA.

LHETHPH3IHHAUETHPH3HHA

THIPOXJIOpHIA (pasnen

«KonuuecTseHHOE omnpenene HI/Ie»).

Remarks: The Product confirms to ND/
ITpumeuanue: IlpoaykT cooTBETCTBYET TpeGoBaHuIM H]I

Conclusion: APPROVED /
3aknwuenue: OJJOBPEHO

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

Member A g

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

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosogurens
Ajay Kumar - Quality Assurance- Team
Member ~

Date /JaTa: 20-06-2025

Date /[dara: 20-06-2025

Date /Jata: 20-06-2025




| br.Reddy’s ":".

CERTIFICATE OF ANALYSIS

CEPTUOHNKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Ipoaykr: LeTpus® TabIeTKH, HOKPHIThIEC TNIEHOYHOH o6onoukoif, 10 Mr

Market / PriHOK : Russia / Poccns

Batch No. / . B2501572 Batch Quantity / 955 KG /955 KT

Cepusa Ne Pazmep cepun

Analytical Repourt No. / - 9002FP25001375 Date of Analysis / 19-06-2025

AHanuTuudecknii oTyet Ne JlaTa aHajn3a

Date of Manufacture / . 16-05-2025 Date of Expiry / 30-04-2028

JaTa npon3BoacTBa Tonen no

Mfg. License No. / MA ber: /

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

JuneH3us Ne

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

Ne 'Test / IlokasaTeJb

Result / Pe3ynbTaThl

Specification / Hopma

UV- spectrophotometry /
V®- ciektpodoToMeTpHs

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. / ¥ M-crerTPLI NOTICIIS HIA HCTILITYEMOTQ
pacTBOpa ®  CTaHAapTHOTO  pacTBOpA
LETHpPH3WHA THUAPOXJopHaa B obnactu oT 200
mo 400 HM [ODKHBL HMMETb MaKCHMYMBI
[OTJIOMIEHHA IIpYM ONHOHM M TOM Xe JUIMHE
BOJIHBI C TIOITyCTUMBIM OTKIIOHEHHEM + 2 HM.

3 'Water content/
Conepixanue BOAbI

3.9% wiw / 3,9%

ot more than 8.0% /
He 6oiee 8,0 %

97%, 103%, 103%, 101%, 106%, 101%

4 Uniformity of dosage units / Acceptance value (AV) should be not more
OnHopoaHOCTH JO3MPOBAHHBIX 4.5/4,5 than 15.0 / INokasatens nmpuemiemocTu (AV)
eIHHUL imoinkeH ObIThH He Gonee 15,0.

5 Dissolution / PacTBopenne INot less than 80% (Q) of the labeled amount

of C,1H25CIN,Os-2HC1 (cetirizine
dihydrochloride) after 30 min. / He Menee
80 % (Q) OT HOMHHAJILHOTO CONEPIKAHNS
C21H>5CIN>O3-2HCI (uerupusuna

nuruapoxitopua) depes 30 MuH.

Remarks: The Product confirms to ND/
ITpumeuanue: ITpogykT cOOTBETCTBYET TpeboBaHusaM HJT

Conclusion: APPROVED /
3axmwouenne: OJJOBPEHO

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

Member \ g 5

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

Approved by: Manager/Executive /

Omno6peno: Menemxep / PykoBoaurens
Ajay Kumar - Quality Assurance- Team
Member

—

2

Date //Tara: 20-06-2025

Date /Hara: 20-06-2025

Date /[larta: 20-06-2025




CERTIFICATE OF ANALYSIS

Dr. Reddy’s Q':’

CEPTHOUKAT AHAJIV3A

Product: Cetrine film coated tablets, 10 mg

IIpoayxt: IeTprn® TabaeTKH, IOKPHITHIE IIEHOYHOH 00010uK0MH, 10 Mr

nuneHsua Ne

Market / PbiHok : Russia / Poccud
Batch No. / . B2501572 Batch Quantity / 955 KG /955 KT
Cepus Ne Pasmep cepun
Analytical Repovrt No. / - 2002FP25001375 Date of Analysis / 19-06-2025
AHaJIUTHYECKHIT oTUeT No JlaTa aHann3a ]
Date of Manufacture / . 16-05-2025 Date of Expiry / 30-04-2028
JlaTa npousBoacTBa T'opeH no
Mfg. License No. / MA number: /
: ‘ JIT-Ne(005456)-(PI'-R
IMpouseoacTBeHHAST 63/RR/AP/96/F/R Howmep PY ( )-(PT"-RU)

Analysis performed according ND / Asasiu3 nposeaen no H: JITI-Ne(005456)-(PI'-RU)-150524

Ne  [Test/ IokasaTens Result / PesyJbTaThl

Specification / Hopma

Any individual unidentified
impurity / Jlro6ast enuHUYIHAS
uenpeHTUULKEpoBaHHas mpuMech (110 = 0,015%)

0.07% / 0,07%

'l'otal impurities / V.2% / U,2%

Cymma npumeceit

Less than LOQ (LOQ = 0.010%) / Huxxe [Not more than 0.2 % / ne 6osee 0,2 %

Less than LOQ (LOQ = 0.017%) / Hixe [Not more than 0.2 % / He 6onee 0,2 %

6 Impurities / Ilpamecn
Not detected / He o6HapyxeHa
Impurity A /
ITpumece A
Impurity B/ npezelia KOJIHYECTBEHHOTO ONpeaeneHus
[Mpumecs B (ITKO = 0,010%)
Impurity C/
[Mpumecs C
Impurity D / Mpenesia KOJUYECTBEHHOTO ONpeaeIeH s
[Tpumecs D (ITKO = 0,017%)
Impurity E /
ITpmmecs E Not detected / He obHapy»xxeHa
Impurity F /
TIpumecs F 0.03% / 0,03%

Less than Limit of Detection (LOD =
0.015%) / Huxe npenena oOHapyKeHU

Not more than 0.2 % / He 6omee 0,2 %

Not more than 0.2 % / He 6opee 0,2 %
Not more than 0.2 % / ve 6onee 0,2 %
INot more than 0.2 % / He 6onee 0,2 %

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

MNot more than 2.0% /
He 6onee 2,0%

7 Assay / KosinuecTBeHHOE
onpee/icHUe

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

Not less than 9.0 mg and not more than
11.0 mg C21H25CIN,O;-2HCI (cetirizine
dihydrochloride) in tablet (between 90,0 %
fand 110,0 % of label claim)./ Ot 9,0 mMr 10
11,0 mr C»(H2sCIN203-2HCI (netnpuzuna
\muruapoxnopun) B Tadbnerke (ot 90,0 % mo
110,0 % OT HOMHHAJIBHOTO COEPKAHUS).

Remarks: The Product confirms to ND/
Ipumeyanue: IIpogykT cooTBeTCTRBYET TpeboBaHuam H]T

Conclusion: APPROVED /
3axmouenne: OJIOBPEHO

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

Member \g;{;‘f/-

Member

@

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

Approved by: Manager/Executive /
Omo6peno: Menemxep / PykoBoaurens
Ajay Kumar - Quality Assurance- Team
Member ~

7

Date /Tata: 20-06-2025 Date /JTaTa: 20-06-2025

Date /IlaTa: 20-06-2025




" Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

Ipoayxr: Hetpnua® TableTKH, OKPHITHIE INIEHOYHOH 060.10uK0MH, 10 MT

Market / Poinok : Russia / Poccus

Batch No. / . B2501572 Batch Quantity / 955 KG /955 KT

Cepus Ne Pazmep cepun

Analytical Repovrt No. / . 2002FP25001375 Date of Analysis / 19-06-2025

AHaauTnueckuii oryer Ne JlaTta ananmusa

Date of Manufacture / . 16-05-2025 Date of Expiry / 30-04-2028

JlaTa npou3BoaCTBa T'onen no

Mfg. License No. / MA ber: /

IIpon3BoACTBeHHasI : 63/RR/AP/96/F/R e : JIII-Ne(005456)~(PT-RU)
Homep PY

Jauen3us Ne

Analysis performed according ND / Auanns npoBeaed no HI: JITI-Ne(005456)-(PT-RU)-150524

INe Test / IlokazaTennb

Result / PesyabTaThl

Specification / Hopma

8 Subdivision of tablets /
Jlesienne TabieTOK

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 ic outside the limits of
175 % to 125 % of the average mass. /
TaG/eTKH COOTBETCTBYIOT TpeOOBaHHUAM, €CIIH
He Gonee 1 eguHIIHASA Macca OTKIOHACTCSA 38
npenensl 85%-115% oT cpelHeli Macckl.
'TaGneTkH He COOTBETCTBYIOT TpeOOBaHUAM,
ecnu Gonee yeM 1 MHAUBHIyalbHAsA Macca
OTKJIOHSIETCS OT 3TUX HPEAENIOB WIH, eciu 1
MHNBHIYAbHAL Macca OTIJIOHAETCS 3a
npenensbl 75%-125% oT cpenHeii Macchl.

9 Microbiological purity* /
Muxpobuonoruieckas
yHcTOTa®

a) Total aerobic microbial count /
Oo1mee 9¥cio a3po6HBIX
MHMKPOOPTaHU3MOB

b) Total combined yeasts and
mould count / O6Lee yrcIo

POMCKEBBIX U IUIECHEBBIX 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 6onee 100 KOE/r

Shall be absent in 1g/ OtcyTcTBHE B 1 T

Remarks: The Product confirms to ND/

Hpumeuanue: [poxykt cooTBeTcTBYET TpeboBanusM HIT

Conclusion: APPROVED /
Jaxaouenue: OJJOBPEHO

Zr

Prepared by / IlogroroBieHo: Checked by / [TpoBepeHo:
D. Latha - Quality control- Team A. Susmitha - Quality control- Team
Member Member

&

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosopurens
Ajay Kumar - Quality Assurance- Team
Member (5

Date /Mara: 20-06-2025

Date /Tata: 20-06-2025

Date /Jlata: 20-06-2025




| Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product: Cetrine film coated tablets

, 10 mg
Hponykr: IeTpun® TabieTKH, IOKPHITEIE IUIEHOYHOH 06071049K0M, 10 Mr

Market / PoiHok : Russia / Poccus

Batch No. / . B2501572 Batch Quantity / 955 KG /955 KT

Cepus Ne Pazmep cepun

Analytical Repovrt No./ - 9002FP25001375 Date of Analysis / 19-06-2025

AHaJuTHYECKHid oTUeT Ne JlaTa anaju3a

Date of Manufacture / . 16-05-2025 Date of Expiry / 30-04-2028

JlaTa npou3BOACTBA T'omeH no

Mfg. License No. / MA number: /

IIpou3BoacTBEHHAS : 63/RR/AP/96/F/R ‘ JITI-Ne(005456)-(PT-RU)
Homep PY

JauneH3us Ne

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

Ne  [Test / TloxasaTes

Result / PesyabTaThl

Specification / Hopma

10 Package / YnaxoBka

10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient information
leaflet in a carton. / ITo 10 TabneTok B
[IBX/ITJIBX//amoMuHAEBOM GnucTepe.
[To 3 Gnucrepa BMecTe ¢ JTUCTKOM-
BKJIQ/IbILIEM YIIAKOBAHBI B IAYKY

KapTOHHYIO.

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

ITo 10 Tabnetok B
MBX/ATIBX//antomunneBom 6mucrepe. Ilo 2
wiH 3 GIUcTepa BMECTE C JIHCTKOM-

BKJIaJbIlIEM YIIAKOBaHBI B IIAYKy 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 / [IpoBOJHMTCS IPOM3BOJAMTENEM IIPH BHIITYCKe NEPHOANIECKH: 1A Kaxoi 20-0ii cepun unu He Mexee 1
paza B rof1. ITokasarens MOXeT ObITh He BinodeH B CepTuduKaT aHanu3a QUPMBL.

Remarks: The Product confirms to ND/
Ipumeuanue: [IpoaykT cooTBeTCTBYET TpeboBanmwamM HJI

Conclusion: APPROVED /
Zakmouenune: OJJOBPEHO

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

Member \ g ,

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

Member @/

Approved by: Manager/Executive /
Onobpeno: Meremkep / Pykopoaurens
Ajay Kumar - Quality Assurance- Team
Member n

Date /[ata: 20-06-2025

Date /JTaTa: 20-06-2025

Date /[Tata: 20-06-2025




CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3A

' Dr.Reddy’s €3¢

Product: Cetrine film coated tablets, 10 mg
Hpoaykr: Letpuu® TabneTky, NOKPHITHIE IIEeHOYHOH 060m10uKoH, 10 Mr

Market / PoiHOK : Russia / Poccus
Batch No. / . B2501572 Batch Quantity / 955 KG /955 KI"
Cepus Ne Pa3zmep cepun
Analytical Repovrt No. / . 9002FP25001375 Date of Analysis / 19-06-2025
AHaqauTuYecknii oTuet Ne Jara anaamnza
Date of Manufacture / . 16-05-2025 Date of Expiry / 30-04-2028
ATa MPOH3BOACTBA I'onen no
Mfg. License No. / MA number-: /
IpouszBoacTBeHHast : 63/RR/AP/96/F/R : JITI-Ne(005456)-(PI"-RU)
Homep PY
Junen3ust Ne

Analysis performed according ND / Anaius nposeaen mo HJI: JITT-Ne(005456)-(PT-RU)-150524

API name / HanmenoBanue AD®C:
INN/ MHH:

Cetirizine dihydrochloride / LleTnpusnia TUCHAPOXJIOPHI
Cetirizine / LleTupusuH

API manufacturer batch number / BT00-25007
Homep cepnn npomzroantens AQC:
FP Manufacturer API Batch number / FBSA00063

Howmep cepun cy6cTannnu npoussoautes I'JIP:

API Munufaciured by & countiry /

Mponsoautens APC, crpana:

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaunmMeHoBaHMe, aApec, THIEH3HS IS
IMpouseoacTBeHHas miomanka / Ilnomaaka KOHTpoJIs
KkadecTBa / [lnoumaaka BelmycKa

Qludicm Industrics Pvt. Ltd., India /
I'noxem HUupactpuec IIBT. JITH., MHAMA

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). / [IpousBoncTeeHHOE noapasaenenue-Il,
Vyactku Ne 42p, 43, 44p, 45p, 46p, 53, 54&83, bauwynam

Bunnanx, Bauynamwm Manpan, Mendan Manakamkrupa
Juctpukt — 500090, wtat Tenanrana, Mupua (Jlnuensus 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».

3akJIiodeHne 0 cooTBeTcTBHH: «HacTOsAIMM s MOATBEPX a0, YTO NPUBENEHHAs BbILIE HHPOPMAIWs SBIAETCS JOCTOBEPHOH M
TOuHO!. DTa cepus MPOMYKLMH MPOM3BeleHa (BKIOYad YNaKOBKY (MapKMPOBKY) M KOHTDPOIb KayecTBa) Ha BhIIIECYyKa3aHHOM
TPOM3BOICTBEHHOM IUTOINazAKe (IUIONAKax) B IOJHOM COOTBETCTBHH C TPEOOBaHHAMH IpaBun Haanexaieil MpoOM3BOACTBEHHOM
npakTukH EBpasuiickoro skoHommdeckoro cowosa (GMP/EAEU/RU/00573-2022) u TpeGOBaHMAMM KOHTPOJA KauecTsa
JIEKAPCTBEHHBIX CPENCTB, @ TAOKE B COOTBETCTBUM CO CIELMPHKAUMIMY, COACPXKALIMMUCA B PETHCTPANUOHHOM OChEe CTPaHbI-
MMIIOpTepa. 3amucH [0 MPOU3BOACTBY, YIIAKOBKE M aHAIM3Y IPOBEPEHBl, H YCTAHOBIICHO MX COOTBETCTBHE Tpe6oBanuAM IIpaBun
Hallexxalniei IpoU3BOICTBEHHOH NpakTHKH EBpa3suiickoro 3KOHOMUYECKOI'0 COI03a».

Remarks: The Product confirms to ND/
Ipumevanne: ITpogyKT cOOTBETCTBYET TpeboBanusm HJT

Conclusion: APPROVED /
Zakmwuenne: OJJOBPEHO

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

Member 1 g p

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

Member @

Approved by: Manager/Executive /

Onobpeno: Menemxkep / PykoBoaureib
Ajay Kumar - Quality Assurance- Team
Member

L

¢

Date /J{ata: 20-06-2025

Date /Tara: 20-06-2025

Date /Tata: 20-06-2025




