t ]

CERTIFICATE OF ANALYSIS

Dr.Reddy’s Q':‘

CEPTHUO®HUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Ipoaykr: Lietpua® TabaeTky, NOKPHITHIC IUIEHOYHOI 000J10UKO0#i, 10 MT

Market / PbiHOK : Russia / Poccusa

Batch No. / . B2501576 Batch Quantity / 955 KG /955 KT

Cepus Ne Pasmep cepun

Analytical Repo:-t No. / . 2002FP25001299 Date of Analysis / 31-05-2025

AHaNMUTHYECKMIT oTueT Ne JlaTa aHaJiu3a

Date of Manufacture / . 12-05-2025 Date of Expiry / 30-04-2028

JaTa npou3BoacTBa T'oneH o

Mfg. License No. / MA ber: /

IIpon3BoaCTBEHHAs : 63/RR/AP/96/F/R e JII-Ne(005456)~(PT-RU)
Homep PY

Jnuenzus Ne

Analysis performed according ND / Ananus npoeenen no HJT: JIIT-Ne(005456)-

(PT-RU)-150524

Ne est / Ilokasarenn Result / Pe3yabTaThl

Specification / Hopma

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on cross section. / Kpyrnsie
NIBOSIKOBBIITYIKJIbIE TaOJIETKH, TMOKPLITHIE,
ICHOYHOH 000JI0ukolH Oeloro IBeTa, C
IPUCKOM Ha OOHOH  CTOpOHE.
[IONIEpEeYHOM paszpe3e — sapo Oenoro
BeTa.

1 escription / Onncanue

Hajmoutn Oenoro upera, ¢ pUCKOH 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 JBOSIKOBBITTYKJIbIE TabJIeTKY,
MOKPHITHIE IVICHOTHOM 0001109K0i1 Oeoro Wiu

cropore. Ha momepedHoM paspese sapo o7
Gesoro 110 mouTy 6eoro NBeTa.

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

Identification /
NnenTudpuxanus

HPLC / BOXXX

standardreference standard solution (section "Assay").

The retention timg¢ 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

solution. /
BpeMs ynep)xuBaHus OCHOBHOTO IHKaA H
XpOMATOrpaMMe HCIEITYEMOTO PacTBOp

CTAHIApPTHOTO pacTBOpa
THAPOXJIOPUJA.

&
[COOTBCTCTBYET BPEMCHU YINEPKHBAHHAYINECDKHBAHHA

OCHOBHOI'O IIMKa Ha XpomMarorpaMmexpoMarorpamme
LHETHPH3HHALIETHPH3IHHA

BPEMH YACpXKHUBAaHUS OCHOBHOTO IIMKa Ha

poMaTtorpaMMe  HCIBITYEMOIO  pacTBOpa
QJDKHO COOTBETCTBOBATh BPEMEHH
OCHOBHOTO IMKa Ha|

CTaHJapTHOIO  PacTBOpa

THAPOXJIOpUAA (pazmen

«KonuuecteeHHOE onpenenenue»).

Remarks: The Product confirms to ND/
IIpnmeyanue: ITpomykT cooTBeTCTBYET TpeboBaHusiM HJT

Conclusion: APPROVED /
3axmoyenue: OJJOBPEHO

Prepared by / ITonrorosnexo: Checked by / IIpoBepeHo:
D. Latha - Quality control- Team A.Susmitha - Quality control- Team

Member L@/ Member @”

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

w

Print Date /J1ata: 31-05-2025 Print Date /Tata: 31-05-2025

Print Date /Tata: 31-05-2025
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Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
Hpoayxkr: HeTpuH® TabieTky, MOKPHITHE IUIEHOYHOH 0007104K0H, 10 Mr

Market / PeiHOK : Russia / Poccus

Bateh K0 . B2501576 Batch Quantity / 955 KG /955 KT

Cepusa Ne Pa3zmep cepun

Analytical Repovrt No./ . 2002FP25001299 Date of Analysis / 31-05-2025

AHanuTnyeckuil oruer Ne JlaTa ananusa

Date of Manufacture / . 12-05-2025 Date of Expiry / 30-04-2028

JaTa npou3sBoACTBA Tonen oo

Mifg. License No. / MA number: /

IIpousBoACTBEHHAS : 63/RR/AP/96/F/R ’ JITI-Ne(005456)-(PT"-RU)
Homep PY

JiuueH3usa Ne

Analysis performed according ND / Anasnu3s nposened mo HJI: JITI-Ne(005456)-(PI'-RU)-150524

No Test / Iloka3aTens

Result / PesyabTaThl

Specification / Hopma

UV- spectrophotometry /
Y @- ciekTpooToMeTpHs

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®-CreKTpsl NOIIOMEHU HCIILITYEMOT

pacTeopa M CTaHAAPTHOIO  pacTBOp

LeTHpH3MHa THIpoXJIopHIa B o0nacTu oT 200
mo 400 HM [OKHBI HMMETh MaKCHUMYMBbI
MOTJIOIIEHNHA NMpH OJHOW M TOH XK€ UIMHE
[BOJIHBI C JOTTYCTUMBIM OTKIIOHEHHEM £ 2 HM.

3 'Water content/
Conepxanue BoAbI

3.1% wiw/3,1%

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

4 Uniformity of dosage units / Acceptance value (AV) should be not more
OIHOPOIHOCTH 103MPOBAHHBIX 59/59 than 15.0 / Iloka3zatens mpuemieMocTd (AV)
eMUHHLL nomieH OpiTh He Bonee 15,0.

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

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

of Co1HasCIN2O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMHHAILHOIO COAEPKAHMSA
(C21H25CIN->O5-2HCI (uernpusuHa
\Mruapoxnopyn) depes 30 MuH.

Remarks: The Product confirms to ND/
IMpumeuanue: IIpoxykT cooTBeTCTBYET TpeGoBanmsiM HJ{

Conclusion: APPROVED /
3axmouenne: OJOBPEHO

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

Member g

Checked by / [TpoBepeHro:
A_.Susmitha - Quality control- Team

Member 4/

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

Print Date /Jlata: 31-05-2025

Print Date /J]ata: 31-05-2025

Print Date /Jlata: 31-05-2025




Dr.Reddy’s Q!‘

CERTIFICATE OF ANALYSIS

CEPTUOPUNKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
TIpoaykT: IleTpuH® TabaeTKH, HOKPHITHIE IEHOYHOH 060104K0M, 10 M

Market / PbIHOK : Russia / Poccus

Batch No./ . B2501576 patchiQuani ity 955 KG /955 KT

Cepus Ne Pazmep cepuu

Analytical Repovrt No. / . 9002FP25001299 Date of Analysis / 31-05-2025

AHaJuTHYecKHii oTueT No Jarta ananuza

Date of Manufacture / . 12-05-2025 Date of Expiry / 30-04-2028

JIaTa npoM3BOACTBA T'omen po

Mfg. License No. / MA number: /

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

JuueHsns Ne

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

Ne Test / IlokazaTenn Result / PesyanTaThl Specification / Hopma
6 Impurities / IIpumecn
Not detected / He o6napyxeHa
Impurity A /
[TpuMecs A Less than LOQ (LOQ = 0.010%) / Hmxe [Not more than 0.2 % / He 6o1ee 0,2 %
Impurity B / npe/ena KOJIHYeCTBEHHOTO OMNpeielieHus!
[Npumecs B IIKO = 0,010%) Not more than 0.2 % / He 6o1ee 0,2 %
Impurity C /
[Mpumecs C Less than LOQ (LOQ = 0.017%) / Husxe [Not more than 0.2 % / e Gonee 0,2 %
Impurity D / npelena KOMMYeCTBEHHOI0 ONpeneneH st
[Tpumecs D R (ITKO = 0,017%) INot more than 0.2 % / He 6onee 0,2 %
Impurity E /
[Tpumecs E Not detected / He o6napyxeHa INot more than 0.2 % / He 6onee 0,2 %
Impurity F /
IMpimecs F 0.03% / 0,03% INot more than 0.2 % / He 6onee 0,2 %
Any individual unidentified Less than Limit of Detection (LOD =
impurity / Jlro6as exuHIaHas 0.015%) / Hwxe nipefiena obHapyxenus [Not more than 0.2 % /
HeuaeHTHUIMpoBaHHas npuMecs (T1I0 = 0,015%) He 6oxee 0,2 %
0.08% / 0,08%

Total impurities / 0.2% / 0,2% Not more than 2.0% /
CymmMma npuMeceit He 6oxnce 2,0%

7 Assay / KonngecTBeHHoe Not less than 9.0 mg and not more than
omnpeneJeHHe 11.0 mg C»1H2sCIN20;3-2HCI (cetirizine

dihydrochloride) in tablet (between 90,0 %
99992212/%//995220/1:” fand 110,0 % of label claim)./ Ot 9,0 Mr 10
’ ’ 11,0 mr C21H35CIN203-2HCI (netnpusuna
uruapoxiopua) B Tabnerke (ot 90,0 % mo
110,0 % OT HOMHHAJIBHOL'O COZIEPIKAHHSA).

Remarks: The Product confirms to ND/
IIpumeyanne: IIpoayKT cOOTBETCTBYET TpeboBanusM HT

Conclusion: APPROVED /
3axmoyenne: OJJOGPEHO

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

Member lg%,

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

Member @

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoaurens
Ajay Kumar - Quality Assurance- Team
Member '

Print Date /JTara: 31-05-2025

Print Date /JTata: 31-05-2025

Print Date /dara: 31-05-2025
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Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Ipoayxr: LeTpun® TabneTKH, MOKPHITHIE IUIEHOYHOH 060M04K0H, 10 ML

Market / Prinox : Russia / Poccust

Batch No. / . B2501576 Batch Quantity / 955 KG /955 KI"

Cepusi Ne Pazmep cepun

Analytical Repovrt No./ - 2002FP25001299 Date of Analysis / 31-05-2025

AHaauTHYeCKHi oTueT Ne Jlara aHanu3a

Date of Manufacture / . 12-05-2025 Date of Expiry / 30-04-2028

JlaTa mpou3BOACTBa T'oxen no

Mfg. License No. / MA number: /

IIpon3BoacTBEHHASA : 63/RR/AP/96/F/R er: JITI-Ne(005456)-(PT-RU)
Howmep PY

JuneH3us Ne

Analysis performed according ND / Ananu3 nposeaed mo HJI: JITT-Ne(005456)-(PI'-RU)-150524

Result / PesyabTaTs!

Specification / Hopma

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. /
TaGneTky COOTBETCTBYIOT TPEOOBaHUAM, €CIIH
He 6osee 1 eIMHUYHAL Macca OTKIIOHAETCS 3a
npenensl 85%-115% ot cpenneit Maccrl.
TabyeTKu HE COOTBETCTBYIOT TPEOOBAHHAM,
eciu 6ostee weM 1 HHOMBHLyaNnbHas Macca
OTKJIOHAETCS OT STHUX HPEJENoB WIH, €CIH |
HHIWBMIYaJlbHAs Macca OTKIOHAETCS 32
npenensl 75%-125% ot cpelHel MacCEL.

Ne Test / IloxazaTennb

8 Subdivision of tablets /
Jlenenne Tabserox

0 Microbiological purity* /
Mukpobuonoruyeckas
qyucroTa*

a) Total aerobic microbial count /
O6mee 9ucino a3poGHBIX
MHKPOOPTaHU3MOB

b) Total combined yeasts and

mould count / O61mee ancio
IIPOOKEBBIX W IUIECHEBBIX IPUOOB

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/T

Shall be absent in 1g / OtcyTcTBHE B 1 T

Remarks: The Product confirms to ND/
ITpumeyanne: ITpoaykT cooTBeTCTBYET TpeboBaHmsiM HJI

Conclusion: APPROVED /
Zaxawyenune: OJOBPEHO

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

Member z

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

a3

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoaurens
Ajay Kumar - Quality Assurance- Team
Member o

]

Print Date /JTata: 31-05-2025

Print Date /JJaTa: 31-05-2025

Print Date /data: 31-05-2025
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
Iponykr: Letpus® TabneTKH, MOKPHITEIE IIEHOYHOH 06010uKOM, 10 Mr

Market / Prinok : Russia / Poccus

Batch No. / . B2501576 Batch Quantity / 955 KG /955 KT

Cepus Ne Pa3mep cepuu

Analytical Repovrt No. / - 2002FP25001299 Date of Analysis / 31-05-2025

AHanuTH4ecKuii oTuer Ne JlaTa anann3za

Date of Manufacture / . 12-05-2025 Date of Expiry / 30-04-2028

JlaTa npou3BOACTBA T'onen no

Mfg. License No. / MA number: /

IIpou3BoaCcTBEeHHas! : 63/RR/AP/96/F/R : JITI-Ne(005456)-(PT-RU)
Homep PY

JIHNEeH3us Ne

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

Ne Test / Iloka3zaTennb

Result / PesyabTaThl

Specification / Hopma

10 Package / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 2 blisters and patient information
leaflet in a carton. / ITo 10 TabieTok B
[IBX/T1[IBX//amoMAHNEBOM GIHCTEDE.
[lo 2 6;ucTepa BMECTE € IMCTKOM-
BKJTa/IbILIEM YITAKOBAHBI B IAYKY
KapTOHHYIO.

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

[To 10 TabneTox B
[IBX/TIABX//amomuuueroM 6muctepe. Io 2

w3 6JIHCTCpa BMECTE C IUCTKOM-
BKIIAObILIEM YIIAKOBAHEI B [TAYKY KapTOHHYIO.

*Test is performed periodically with the interval of 1 from 20 batches, or at least gnce a year. The test can be absent in the
Certificate of Analysis / IIpoBOAMTCS NMPOM3BOMTENIEM HIPH BHITYCKe EPHONMIECKH: U kaxo0# 20-0# cepun wiv He MeHee 1
pasa B roz. [lokasatens MoxeT GbITh He BImodeH B CepTudukat aHanu3a GUpMEL.

Remarks: The Product confirms to ND/
Ilpnmeuanue: IIpoaykT cooTBeTcTBYET TpeGoBanuaM HJI

Conclusion: APPROVED /
3axmouenue: OJOBPEHO

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

Member Z

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

Member @/

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBonurensb
Ajay Kumar - Quality Assurance- Team
Member f

va|

Print Date /Ilata: 31-05-2025

Print Date /JTlata: 31-05-2025

Print Date /Tata: 31-05-2025
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Dr.Reddy’s “!’

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

IIpoaykT: LeTpuH® TabaeTkH, MOKPHITHIEC INIEHOYHOH 000J109K0i, 10 Mr

Market / Poinok : Russia / Poccus

Satch o & . B2501576 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pasmep cepun

Analytical Repourt No./ - 2002FP25001299 Date of Analysis / 31-05-2025

AHaauTH4yeckuii oTyer No JlaTa ananusa

Date of Manufacture / . 12-05-2025 Date of Expiry / 30-04-2028

JlaTa mpoOM3BOACTRA T'onen no

Mfg. License No. / MA number: /

IIpou3BoacTBeHHAsA : 63/RR/AP/96/F/R ) JITI-Ne(005456)-(PT'-RU)
Howmep PY

aunensus Ne

Analysis performed according ND / Ananu3 nposeaex no H/L: JITI-Ne(005456)-(PI'-RU)-150524

API name / HaumenoBanue AD®C:

Cetirizine dihydrochloride / IleTupu3iHa JUTHAPOXIOPUT

INN/MHH:

Cetirizine / Lletupusux

API manufacturer batch number /
Homep cepuu npousBoautensa A®C:

BT00-25006, BT00-25005

FP Manufacturer API Batch number /
Howmep cepun cyGcTanuuu npousspoautess IJID:

FBSA00062, FBSA00061

API Manufactured by & country /
IIpoussoaurens A®C, crpana:

Glochem Industries Pvt. Ltd., India /
I'moxem WUupactpuec I1eT. JIta., Unous

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumMeHoBaHHe, aipec, JIULECHIUS JIS .
IIpousBoacTBeHHast miomaaka / [lnowaaka KoHTposISt
kadecTBa / [Inomaaka BeInmycka

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). / TIpou3BoACTBeHHOE Toapa3aeneHue-11,
Vyactku Ne 42p, 43, 44p, 45p, 46p, 53, 54&83, Bauynannu
Buwuiamk, bagynammm Mangan, Megdan Manakamkrapu
Juctpukt — 500090, mrar Tenanrana, Muaus (JIunensus 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».

3axmoyeHne o cooTBeTcTBHU: «HacToAImuM s NOATBEPXK/IAI0, UTO TPUBEJEHHAS Bhille HHGOpMAIWs ABIAECTCA AOCTOBEPHOM U
TOYHOH. DTa cepus NPOAYKIMH MPOHU3BeleHa (BKIIOYad YNakoBKY (MapKHpPOBKY) M KOHTPOJIb KayecTBa) Ha BBINICyKa3aHHOM
NIPOU3BOACTBEHHOH Noniaake (IWIOMmaAKax) B TOJIHOM COOTBETCTBHH ¢ TpeOoBaHusaMH [IpaBmin Hajiexameil Npou3BoOACTBEHHOM
nmpaktuku EBpazwiickoro skoHommdeckoro coioza (GMP/EAEU/RU/00573-2022) u TpeGoBaHUAMU KOHTPONA KayecTBa
JIEKapCTBEHHBIX CPENCTB, 4 TAKKE B COOTBETCTBHUH CO CTICLMUKANUAMHE, CONEPXKAMNUMHMCST B PETHCTPALIMOHHOM JOCBE CTPaHbI-
UMIIOpTepa. 3aliCH MO MPOU3BOJCTBY, YIIAKOBKE U aHANIN3Y MPOBEPEHbI, H YCTAHOBJIEHO UX COOTBETCTBHE TpeboBanuAM Ilpasmn
Hajylexkallel poru3BOACTBEHHOM NMpakTUKH EBpazHiickoro 3KOHOMHYECKOTO COHO3a.

Remarks: The Product confirms to ND/
IMpumeuanue: IIponykt cooTBeTcTBYET TpebopaHusm HJJ

Conclusion: APPROVED /
3axkmouenue: OJJOBPEHO

Approved by: Manager/Executive /

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

Member ‘g\%'

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

Membe@

Ono6peno: Menemxep / PykoBogurens
Ajay Kumar - Quality Assurance- Team
Member n

Print Date /ITata: 31-05-2025

Print Date /Mata: 31-05-2025

Print Date /Jara: 31-05-2025




