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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
Mpoaykr: LHetpun® tabneTky, NOKpeiTHE WIEHOYHOM 06010uKOit, 10 Mr

Market / PeiHok : Russia / Poccus

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

Cepus Ne Pa3zmep cepun

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

AHanuTudecknii oTyer Ne Jarta ananuza

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

JlaTa nponsBoacTBa T'open mo

Mfg. License No. / MA number-: /

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

JIMIEeH3us Ne

Analysis performed according ND / Anann3s nposenen no H/I: JITI-Ne(005456)-

(PI'-RU)-150524

Ne  [Test / Hokasartenn Result / PesynbTaThbl

Specification / Hopma

'White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on cross section. / Kpyribie
NBOSKOBBINMYKJIbIE TAONETKH, MOKPBITHIE
IeHOUHON 000109K0ii 6enoro IBeTa, ¢
pHCKOM Ha OAHOH  CTOpOHE.
OOIepeUuHOM paspe3e — AApo 0enoro
mBeTa.

1 Description / Onucanue

Hamoutn Gemoro uBeTa, ¢ pHCKOH Ha OXHOM

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

Kpyrnsie JBOSIKOBBIITYKIIbIE TabNeTKy,
MOKPbIThIE IUIEHOYHOM 060510uK0ii Getoro unu

cropoHe. Ha momepedHoM paspese  sapo oT]
Oenoro o mo4TH 6eJI0ro 1UBETA.

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 standard
solution. /

Identification /
NnenTuducaumus

HPLC / BOXXX

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").
Bpems yZepXuWBaHMA OCHOBHOTO IHKa H

BpeMs ynepikuBaHHsA OCHOBHOTO IHKa H:

CTaHIAPTHOTO
THAPOXJIOPHIA.

pacTeopa

XPOMATOIPaMMe HCIBITYEMOIO PacTBOPAIONKHO
COOTBETCTBYET BPEMEHH YJEPKMBAHHAYACPKHBAHHA
OCHOBHOIO IMHKa HAa XpOMaTorpaMmexpomarorpamme
LETHPH3UHAUETHPHIUHA

poMarorpamMme HCTIBITYEMOTI'O pacTBOpa
COOTBETCTBORATE BPEMEHN
OCHOBHOT'O [MHKa Ha

CTaHJApTHOIO  PacTBOPa
TUIPOXJIOpUAa (paznen
«KonuiecTBeHHOE ONpeleNICHUE ).

Remarks: The Product confirms to ND/
Ipumeuanue: Ipoxykt cootBeTcTBYET TpeGoBanuam HJ{

Conclusion: APPROVED /
3akmoyenme: OJOBPEHO

Prepared by / Ilogrotorneno: Checked by / IIposepeno:
D. Latha - Quality control- Team A.Susmitha - Quality control- Team
Member Member

L%/

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

b(_,/

Print Date /J{ata: 31-05-2025 Print Date /Jlata: 31-05-2025

Print Date /JaTa: 31-05-2025
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Dr.Reddy’s €5¢

CERTIFICATE OF ANALYSIS

CEPTUDPNKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg
IpoayxT: lletpun® TabneTky, MOKPHITHIE INIEHOYHO# 060109KOi1, 10 Mr

Market / PeiHOK : Russia / Poccus

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

Cepus Ne Pasmep cepuu

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

AHAJIHTHYECKHIi oT4eT Ne Jata ananu3za

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

JaTa npon3BoAcTBa T'ogen no

Mfg. License No. / MA ber: /

IIpon3BoacTBeHHAsA : 63/RR/AP/96/F/R number: JITI-Ne(005456)~(PT'-RU)
Homep PY

JnueH3us Ne

Analysis performed according ND / Ananu3s nposenen no HJI: JITI-Ne(005456)-(PT-RU)-150524

Ne Test / Ilokasaresnb

Result / PesynbTaThl

Specification / Hopma

UV- spectrophotometry /
V®- cnektpodoToMeTpHs

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®-crieKTphI MOTJIOWEHHA HCTIBLITYEMOTO
pacTBOpa W  CTaHIAPTHOTO  PacTBOpa
LEeTHpH3MHA TUApPOXJIOpUAa B obnacTH oT 200
mo 400 HM JODKHBL HMETh MAaKCHUMYME
MOrNouieHHs OpU ONHOW W TOM Xe IUIMHE
BOJIHBI C JIOTYCTUMBIM OTKJIOHEHHEM + 2 HM.

3 Water content/
Coaep:xkaHue BOAbI

3.1% wiw /3,1%

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

4 Uniformity of dosage units / Acceptance value (AV) should be not more!
OIHOPOAHOCTH J03MPOBAHHBIX 59/59 than 15.0 / IToxazarens npuemiieMocTt (AV)
eMHUIT imomkeH ORITH He Gonee 15,0,

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

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

of C1H2sCIN2O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMHHANIBHOTO COAEPIKAHUA
C21H,5CIN2O;3-2HCI (ueTnpusuHa

muruapoxuiopun) gepes 30 MUH.

Remarks: The Product confirms to ND/
Ilpumedanne: IIpoaykT cooTBeTCTBYET TpeboBanuam HJT

Conclusion: APPROVED /
3akmodenne: OJOBPEHO

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

Member Lg%,_,o

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

Member @

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBonurens
Ajay Kumar - Quality Assurance- Team
Member n

)

Print Date /[Tata: 31-05-2025

Print Date /JTata: 31-05-2025

Print Date /JTara: 31-05-2025




'
1

p)

Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Ipoayxr: LerpuH® TableTKH, NOKpLITEIE IIIEHOUHOH 0601104K0M, 10 MI

Market / Peinox

: Russia / Poccus

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

Cepus Ne Pasmep cepun

Analytical RepOj‘t No. / . 2002FP25001299 Date of Analysis / 31-05-2025

AHANMTHYECKHIT 0TueT Ne JaTa anajausa

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

JlaTa npon3BOACTBA I'onen Ao

Mfg. License No. / MA number: /

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

JIHLEeH3HA Ne

Analysis performed according ND / Ananus nposeaed no H: JII-Ne(005456)-(PI"-RU)-150524

onpeneIeHHe

9.92 mg /9,92 Mr
99.2% / 99,2%

No Test / IlokasaTenn Result / PesyneTaTsl Specification / Hopma
6 Impurities / Ilpumecn
Not detected / He o6napyxeHa
Impurity A /
[Mpimecs A Less than LOQ (LOQ = 0.010%) / Hmwke [Not more than 0.2 % / He 6oxee 0,2 %
Impurity B / MpeieNa KOJTHIeCTBEHHOTO ONpeAeIeHHA
[Ipumecs B (ITKO = 0,010%) Not more than 0.2 % / e 6onee 0,2 %
Impurity C /
[Mpumecs C Less than LOQ (LOQ = 0.017%) / Huxe [Not more than 0.2 % / ve 6osee 0,2 %
Impurity D / Tpefiena KONTHIECTBEHHOTO ONPEACIeHI
[Mpumecs D (ITKO = 0,017%) Not more than 0.2 % / ue 6onee 0,2 %
Impurity E /
[Mpumecs E Not detected / He o6napyxeHa Not more than 0.2 % / He 6osee 0,2 %
Impurity F /
[pmmecs F 0.03% / 0,03% Not more than 0.2 % / ne 6onee 0,2 %
Any individual unidentified Less than Limit of Detection (LOD =
impurity / JlioGoa cauims4Ina 0.015%¢) / Ilibxe mpeacaa obuapynccins [Not more than 0.2 94 /
HenneHTHuGUIMpoBanHas npuMeck (I10 = 0,015%) He 6onee 0,2 %
0.08% / 0,08%
Total impurities / 0.2% / 0,2% Not more than 2.0% /
CyMma npumeceit He Gonee 2,0%
7 Assay / KonudyecTBeHHoe Not less than 9.0 mg and not more than

11.0 mg C1H,5CIN;03-2HCI (cetirizine
dihydrochloride) in tablet (between 90,0 %
and 110,0 % of label claim)./ Ot 9,0 mMr oo
11,0 mMr C;;H2sCIN,O;-2HCI (uetupusrHa
imuruapoxiopun) B Tabnerke (ot 90,0 % mo

110,0 % OT HOMMHAIILHOTO CONEPKAHMSA).

Remarks: The Product confirms to ND/
IIpumeuanue: IIpoaykT cooTBETCTBYET TpebopanuaM HJI

Conclusion: APPROVED /
3axmouenue: OJJOBPEHO

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

U

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

Member
&

Approved by: Manager/Executive /
Omno6peno: Menemxep / Pykosoaurensb
Ajay Kumar - Quality Assurance- Team
Member "

4|

Print Date //{ata: 31-05-2025

Print Date /ara: 31-05-2025

Print Date /JJata: 31-05-2025




o 14

Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTUOPHUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Ipoaykr: Ietpus® TabNeTKH, HOKPHITEE IIEHOYHON 0607104K0H, 10 MI

Market / Peinok : Russia / Poccus

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

Cepus Ne Pa3zmep cepun

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

AHanuTHYecKHii oTueT No Jara anann3a

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

JlaTa Npou3BOACTBA I'oged go

Mfg. License No. / MA number: /

IMpousBoacTBEHHAS : 63/RR/AP/96/F/R o ) JITT-Ne(005456)~(PI'-RU)
Homep PY

JuIeH3us Ne

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

Result / Pe3yabTaThl

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. /
TabseTKi COOTBETCTBYIOT TpeOOBaHUAM, €CIH
He Oonee 1 eqMHNYHAA Macca OTKJIOHAETCA 34
apenens! §5%-115% oT cpenHei Maccel.
TabieTKu He COOTBETCTBYIOT TpeOOBaHMUSM,
ecy OoJiee ueM 1 nHAMBHIYyaJIbHAS Macca
OTKJIOHSETCA OT 3THX TIPEJIeNIOB WITH, eciH 1
MHIWBHYyaTbHAS Macca OTKIOHAETCS 3a
apenens! 75%-125% oT cpefHei MacChL.

No Test / IloxazaTenn

8 Subdivision of tablets /
JlesieHne TabneToK

0 Microbiological purity® /
Mukpo0HoJsiornyeckas
9HUCTOTA*

a) Total aerobic microbial count /
O61mee 9UcIo a3pOOHBIX
MUKpOOpPT'aHHU3MOB

b) Total combined yeasts and
mould count / O6mee 4uco

rIllpO)K)l(eBLIX U TUIECHCBBIX I'pI/I60B

c) E. coli

Not Applicable

Not Applicable

Not Applicable

Not more than 1000 CFU/g/
He Gonee 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/
Ilpumeuanue: [IpoaykT cooTBeTcTBYET TpeGosaHuam HJT

Conclusion: APPROVED /
Zaxmouenune: OJOBPEHO

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

Member Z

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

Member
%

Approved by: Manager/Executive /
Onob6peno: Menemxkep / Pykosoaurens
Ajay Kumar - Quality Assurance- Team
Member n

«}

Print Date /JTata: 31-05-2025

Print Date /Jara: 31-05-2025

Print Date /ata: 31-05-2025
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Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
Iponyxt: Letpun® TabneTKH, IOKPHITHIE TWIEHOYHOH 0605104K0i, 10 MI

Market / Prinok : Russia / Poccus

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

Cepus Ne Pa3zmep cepun

Analytical RepoI't No. / . 9002FP25001299 Date of Analysis / 31-05-2025

AHaIMTHYeCKHIi oTyeT No JlaTa ananusa

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

JlaTa npoH3BOJCTBA Tonen no

Mfg. License No. / MA number: /

TIpou3BOACTBEHHAST : 63/RR/AP/96/F/R umoer: JITI-Ne(005456)-(PT-RU)
Howmep PY

nuuensus Ne

Analysis performed according ND / Anayiu3 nposenen mo HI: JITI-Ne(005456)-(PI'-RU)-150524

No Test / [Toka3aTesas

Result / Pe3yabTaThl

Specification / Hopma

10 Package / Ynakoeka

10 tablets in PVC/PVDC//aluminum
blister. 2 blisters and patient information
leaflet in a carton. / [To 10 TabneTok B
[IBX/TTIBX//amomuruesom Onucrepe.
[To 2 GaucTepa BMECTE C JIMCTKOM-
’Bmanumem ynakoBaHbl B NaUKy

K

APTOHHYIO.

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

[To 10 Tabnerok B
[MBX/TI/IBX//amromunneBoM Onucrepe. I1o 2

Wik 3 GIKMcTepa BMECTE € JIMCTKOM-
BKJaAbIIUEM YNAKOBAHBI B TAYKy 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 / [IpoBoaWTCS IPOU3BOAUTENEM TIPH BEITYCKE HEPUOAUYESCKU: T Kaxknoit 20-oif cepuu Ui He MeHee 1
pasa B rof. [Toka3arens MoXeT ObITh He BIIIOUeH B CepTUdUKAT aHaIN3a QHPMBL.

Remarks: The Product confirms to ND/
IIpavmeyanue: IIpoaykT cooTBeTcTBYET TpeboBaHmsiM H]

Conclusion: APPROVED /
3akmwouyenue: OJJOBPEHO

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

Member ! g :

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

Membez@-

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

Print Date /Hara: 31-05-2025

Print Date /Hata: 31-05-2025

Print Date /TaTa: 31-05-2025
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

HpoaykT: LletpuH® TabyeTKH, HOKPBITHIE IUIEHOUHOH 000/109K0#, 10 M

Market / Peinok : Russia / Poccus

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

Cepns Ne Pa3zmep cepuu

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

AHAJIMTHYECKHil oTueT Ne HMarta ananusa |

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

JlaTa npon3BoacTBa T'open xo

Mfg. License No. / MA number: /

IIpouzBoACTBEeHHAS : 63/RR/AP/96/F/R : JIIT-Ne(005456)~(PT-RU)
Homep PY

anueH3us Ne

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

API name / HaumenoBanue A®C:

Cetirizine dihydrochloride / IleTupu3nna THTUAPOXIOPHULL

INN / MHH:

Cetirizine / Iletupusun

API manufacturer batch number /
Homep cepun npounssoanutens ADC:

BT00-25006, BT00-25005

FP Manufacturer API Batch number /
Homep cepuu cy6cTaHuuu npoussoautes I'JID:

FBSA00062, FBSA00061

API Manufactured by & country /
IlpoussoanTtesibr A®C, cTpana:

Glochem Industries Pvt. Ltd., India /
I'noxem Uupactpuec I1pT. JITA., MHnua

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaunMeHoBaHue, agpec, JUIEH3U IS
MpousBoacTBeHHas miomanka / Ilnomaaka KoHTpoJs
KayecTBa / Ilnomaaka Boimycka

Formulation Tech Ops — I, Survey No. 42p, 43, 44p, 45p, 46p,
53, 54&283, Bachupally Village, Bachupally Mandal, Medchal
Malkajgiri Distrist — 500090, Telangana State, India (license No
63/RR/AP/96/F/R). / TIpousBoAcTBEHHOE TIOApa3AeneHue-11,
Vyactku Ne 42p, 43, 44p, 45p, 46p, 53, 54&83, bauynannu
Bwinamk, bayynmannu Mannan, Memyan ManakaDKkrupa
Juctpukt — 500090, mrat Tenanrana, Muaus (JIunensus Ne
63/RR/AP/96/F/R).

Declaration of certification: «l hereby certity that the above 1ntormation 1s authentic and accurate. Lhis 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».

3akn0YeHue 0 COOTBETCTBHH: «HacToAuM s IIOATBEPIKAAI0, YTO NPHUBEACHHAsA BhINE HH(MOPMAaIMA SBIAETCA AOCTOBEPHON U
TOYHOH. DTa cepHs MPOAYKIHM NpPOH3BENeHa (BKIIOYAs YMAKOBKY (MapKMpOBKY) M KOHTPOJb KayecTBa) Ha BhHILICYKA3aHHOH
TPOU3BOJCTBEHHOM IUTowanKe (IIOMAAKax) B [OJIHOM COOTBETCTBUM ¢ TpebopaHuaMH ITpaBun Hajiexallel NpOU3BOICTBEHHON
npakTHKd EBpasuiickoro skoHoMmueckoro corosza (GMP/EAEU/RU/00573-2022) u Tpe6oBaHMAMH KOHTPONL KadecTBa
JIEKapCTBEHHBIX CPEICTB, a TAKKe B COOTBETCTBUH CO CHEM(UKALMAME, COAEPMKAIMUMHC B PETUCTPALIHIOHHOM JIOChE CTPaHbI-
HMIIOpTepa. 3alliCH 110 IPOU3BOACTBY, YIIAKOBKE M QHANU3Y IMPOBEPEHBI, M YCTAHOBIEHO MX COOTBETCTBHE TpeGoBanuaM Ilpasun
HaJjexaniel Mponu3BOACTBEHHOM NpakTHKK EBpa3uiickoro 3JKOHOMHYECKOTO COI3a».

Conclusion: APPROVED /
3aknuenne: OJOBPEHO
Approved by: Manager/Executive /

Remarks: The Product confirms to ND/
Ipumeuanue: IIponykTr cooTBeTcTBYET TpeboBaHuaM HJI
Prepared by / IloaroToBneno: Checked by / [TpoBepeHo:

D. Latha - Quality control- Team

Member ! Z

A.Susmitha - Quality control- Team

Member gz

Onobpeno: Menemxkep / PykoBogHTEND
Ajay Kumar - Quality Assurance- Team
Member n

Print Date /Jlara: 31-05-2025

Print Date /[Tata: 31-05-2025

Print Date /ata: 31-05-2025




