CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJTHU3A

Product : Cetrine film-coated tablets 10 mg

ITponykr: LeTpyH, TabNETKH, NOKPLIThIC MIEHOYHOMH 060104YKOM, 10 MT

Batch No / B2402973 Batch Quantity / 1 955KG/
Cepus Ne O0beM cepuu 955 KTI'
Analytical Report No / 2002FP24002275 Date of Analysis / 20-09-2024
Axanutyueckuii otueT Ne JlaTa ananuza

Date of Manufacture / 08/2024 Date of Expiry / 07/2027
JlaTta npousBoacTBa ['oneH no

Analysis performed according ND / Ananus nposeaes no HJ: ITN013283/01-130723

Ne Test / ITokazaTean

Result / Pe3yibTaTh

Specification / Hopma

Uncontrolled Copy

1 | Description / Onucanue White

coated tablets with a break line on
one side. White core on cross section.
/ Kpyrinble ABOSKOBBIMYKIIBIE
TabJeTKy, MOKPHITHIE [NIEHOYHOM
000104KO# 6eNoro LBeTa, C pUCKOM
Ha onHo# ctopoHe. Ha nonepeunom
paspese agpo Genoro Lgera.

colored, round, biconvex film-

White or off-white colored, round, biconvex
film-coated tablets with a break line on one

side. White to off-white core on cross
section. / Kpyriasie [BOSKOBBIMTYKIbIE
Tabnerkw, MOKPBITHIE TUTEHOYHOH

obonouykoit Oemoro wav  noytu Oesoro
1[BETa, C PHCKOM Ha OjHOM cropoHe. Ha
norepeyHoM paspese sSapo oT Oernoro 1o
nouty Genoro LBeTa.

Remarks : The Product confirms to ND/

IIpumeuanne: Ilponykt coorBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
Jaxmouenne: OJIOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri

Page 1 of 6

Printed Date & Time (IST):

21-09-2024 13:15:02
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CERTIFICATE OF ANALYSIS

CEPTUPHKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg

IMponykr: [leTpuH, TabneTku, MOKPHITHIE MIIEHOYHOM obonoukoi, 10 mr

Batch No / B2402973 Batch Quantity / : 955KG/
Cepus Ne ObBeMm cepuu 955 KI'
Analytical Report No / 2002FP24002275 Date of Analysis / 20-09-2024
AHanutHyeckui oTyeT Ne JaTa aHaiu3a

Date of Manufacture / 08/2024 Date of Expiry / 07/2027
JlaTa npousBoncTBa I'omeH 1o

Analysis performed according ND / Aranus nposeaen mo HJT: TI N013283/01-130723

2 | Identification. Cetirizine / Mo UHHOCTE. IleTupuszun

1. HPLC/B3XX

Complies as prescribed /

CootsercTByeT TpeboBaHUAM

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 ynepxusaHus
OCHOBHOIMO IMKa HA  XpOMAaTOrpamme
HCTBITYEMOro pacTBopa JOJIKHO
COOTBETCTBOBATE BPEMEHH YIEPKHMBAHUS
OCHOBHOTO MMWKA HA  XpoOMaTtorpamme
pactBopa CTaHAAPTHOIO obpasua
LeTHPH3MHA TUpOXJIOpUIA (paznen
«KonnuecTBenHOE onpeaeneHHe).

2. UV spectrophotometry /
Y®-cnexrpodoromerpus

Complies as prescribed /

CooTBeTcTBYET TpEOOBAHHAM

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. / V®-crmexrps!
NOTNOIEHUS HCTILITYEMOrO  pacTBopa M
pactBopa CTaHAAPTHOTO obpazua

LETAPU3MHA TUAPOXIOpHUAa B obmactu oOT
200 go 400 HM NOJHKHBI UMETH MAKCHMYMBI
NOTJIOLUEHUS TTPU OAHOW U TON Ke AJIMHE
BOJIHBI C JOMYCTUMBIM OTKIIOHEHMEM + 2
HM.

3 | Water / Boaa

3.5% w/w/3,5%

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

4 | Uniformity of dosage units /
Oanopoanocrs
J03HPOBAHMSA

4.8/48

Acceptance value (AV) should be not more
than 15.0 / Iloka3aTenb mNpPUEMIIEMOCTH
(AV) nomxen 6bITh He Honee 15,0.

Remarks : The Product confirms to ND/

Ipumeuanne: [Ipoayxr coorBercTByer TpeboBanusm HJJ

Conclusion : APPROVED /
3axaouyenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg
[Tpoaykrt: LleTpuH, TabaeTKU, NOKPLITHIE MJIeHOYHOM 06010uKoM, 10 Mr

Batch No / B2402973 Batch Quantity / 1 955 KG/
Cepust No O6beM cepun 955 KI'
Analytical Report No / 2002FP24002275 Date of Analysis / 20-09-2024
AHanutuyeckuit oTuet No JlaTa ananusa
Date of Manufacture / 08/2024 Date of Expiry / 07/2027
JlaTa npousBoacTea I'ogen oo
Analysis performed according ND / Ananu3 nposeaen no HJI: IT N013283/01-130723 |
5 | Dissolution / Pacreopenue Unit-1/ Tabn.-1 101% Not less than 80% (Q) of the labeled amount
— R 0 of C2|H25C1N203'2HC] (CetiriZine
UniGzNligons 2 S5 dihydrochloride) after 30 min. / He menee
Unit-3 / Ta6n.-3 97% 80 % (Q) OoT HOMHHAJIBHOIO COJEpPXKaHUSA
- C,1H,5CIN,O5-2HCI (ueTupuzuHa
Unit-4 / Taba.-4 99% puruapoxiaopun) yepes 30 MuH.
Unit-5 / Taba.-5 98%
Unit-6 / Tabn.-6 100%
6 |Related Impurities by HPLC/

PO}ICTBeHHble IIpUMeCcH

Impurity A / Ilpumecs A

Impurity R/ TTpumecn R

Impurity C / [Ipumecs C

Impurity D / Ilpumecs D

Impurity E / Tlpumecs E

Impurity F / TIpumecs F

Any individual unidentified
impurity / Jliobas eguHnuHas
HeuIeHTU(UIIMPOBaHHAS
npuMech

Less than Limit of Detection (LOD =
0.005%) / Huxe npenena
obHapyxkeHus (110 = 0,005%)

0.01%/0,01%

Less than LOQ (LOQ =0.017%) /
Hwuxe npenena KOIH4eCTBEHHOTO
onpenenenns (ITKO = 0,017%)

Not detected / He o6Hapy»keHa
0.05% /0,05%

Less than Limit of Detection (LOD =
0.015%) / Hwuxe npenena
obHapyxenus (IO = 0,015%)

0.08% / 0,08%

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

Mot more than 0.2 % / Ho 6onee 0,2 %

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

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

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

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

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

Total impurities /
Cymma npumeceit

0.3%/0,3%

Not more than 2.0 % / He Gonee 2,0 %

Assay / KonnyecTBeHHO®
omnpejeeHne

9.97 mg/ 9,97 mr
99.7% / 99,7%

Not less than 9.0 mg and not more than 11.0
mg C2|H25C1N203‘2HC1 (CetiriZine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr go 11,0 mr
C,H,5CIN,05-2HC1 (uerupuznna
aurnapoxnopun) B rabnerke (or 90 % ao
110 % oT HOMUHAIBHOTO COAEPIKAHUS).

Remarks : The Product confirms to ND/
IIpumeuanne: [IpoaykTt cooTBeTcTBYET TpeboBauusm HJ[

Conclusion : APPROVED /
3akawuenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg
[Ipoaykr: LleTpuH, TabieTkH, MOKPBITHIE MIeHOYHOM 06ono4koi, 10 Mr

Batch No / B2402973 Batch Quantity / : 955 KG/
Cepus Ne O0nbeM cepuu 955 KI'
Analytical Report No / 2002FP24002275 Date of Analysis / 20-09-2024
AHanuTuueckuil otuet Ne JaTta aHanu3za

Date of Manufacture / 08/2024 Date of Expiry / 07/2027
Jara npousBoactea ['oneH no

Analysis performed according ND / Ananuz nposenen no HJIT: TT N013283/01-130723

8 | Subdivision of tablets /
OanopoanocTh Mace NMpu
JeJIEHHH Ta0JIeTOK

Complies as prescribed /
CootBeTcTBYET TPpeOOBAHHAM

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. /

TabneTku COOTBETCTBYIOT TpeOOBaHUSAM,
ecaim He Oomee 1 eauHuuyHas macca
OTKJIOHsieTes 3a npenedsl 85 % - 115 % or
cpenHeit Macchbl. Tabnetkn He

COOTBETCTBYIOT TpeboBaHuaM, ecnH Gomnee
yeM | UHAMBUAYanbHAs Macca OTKIIOHSETCA
OT 9TUX TpejesioB WM, ecin 1
UHAMBUAyaNbHAasd Macca OTKIOHAeTca 3a
npenensl 75 % - 125 % ot cpeaueii Mmaccel.

9 |Microbiological purity* / Mukpo6uosoruueckan yucrora®

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / Obiree uncio He 6onee 1000 KOE/r
a3pOOHBIX MUKPOOPraHU3MOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g/
moulds count / OGuiee umcio He 6onee 100 KOE/r
JIPOJOKEBbIX U MIECHEBBIX

rpubos

c) Escherichia Coli Not Applicable Shell be absentin 1 g/

OtcytctBue B 1 1

Remarks : The Product confirms to ND/
Hpumeuanue: IIpoaykT cooreeTcTBYeT Tpebopanusm HJ{

Conclusion : APPROVED /
3akymogyenne: OJJOEPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJTA3A

Product : Cetrine film-coated tablets 10 mg
[Tponykrt: LleTpuH, TabNeTKH, MOKPLITHIC MieHOYHOM 0600uKoH, 10 Mr

Batch No / B2402973 Batch Quantity / : 955KG/
Cepust Ne O6BeM cepum 955 KI'
Analytical Report No / 2002FP24002275 Date of Analysis / 20-09-2024
AHanuTH4ecKuii oTyeT No JlaTa ananuza

Date of Manufacture / 08/2024 Date of Expiry / 07/2027
Jlata npou3BosacTBa ['onen no

Analysis performed according ND / Ananus nposeaes no H: T1 N013283/01-130723

10

Packaging / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 3 Dblisters and patient
information leaflet in a carton. / Ilo
10 TabJIeTOK B
[IBX/[IBJIX//anoMuHHEBOM
6nucrepe. Ilo 3 6nucrepa BmecTe ¢
HHCTPYKIMEH MO  NPHUMEHEHHIO
YIIaKOBaHbI B AYKY KAPTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Ilo 10 Tabnerok B
IMBX/TIBIX//antomunneBoM Giucrepe. [lo
2 wnu 3 6aucTepa BMeCTe ¢ MHCTPYKLMeEd 1o
NpPUMEHEHUI0  YNaKOBaHbl B MauKy
KapTOHHYIO.

11 | Labeling / MapkupoBka According to ND / B cootsetcTBHM ¢ H]]

12 | Storage conditions / At temperature below 25 °C. / [Ipu Temneparype He Bbiuie 25 °C.
XpaHnenne

13 | Shelf life / Cpox roanoctu 3 years /3 roxa

*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 / [Iposodumcs npousgooumenem npi @bINYCKE NEPUOOUYECKU: ONiA
kaoicdoii 20-01i cepuu unu ne menee 1 pasza é 200. Iloxazamens moxcem Guime He grmover 6 Cepmugpuxam

ananusa upmel.

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipoaykr cooTBeTcTBYeT Tpebopanusam HJI

Conclusion : APPROVED /
3axmwouenne: OJOBPEHO
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ELECTRONIC SIGNATURES
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