Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJM3A

Product : Cetrine film-coated tablets 10 mg
Tlposyscr: Herpu, Tabnerku, noKpsiThie naeHo4Hoi obonoukoit, 10 mr

Batch No / B2303983 Batch Quantity / : 955.000 KG/
Cepus Ne O6bem cepum 955,000 KI"
Analytical Report No / 2002FP23002854 Date of Analysis / 13-12-2023
Ananurudeckuil otuer Ne JlaTa aHamu3a

Date of Manufacture / : 11/2023 Date of Expiry / 10/2026
Jara npon3BoACTBa ToneH no

I11N013283/01 or 13.07.2023

Analysis performed according ND / Ananus npoeeaen no HJI: TTN013283/01 dt 13.07.2023 /

Ne Test / Ilokaszarenn

Result / PesyabTarni

Specification / Hopma

—

1 | Description / Onucanue

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyriible qBOAKOBBINYK/IBIE
TabJIeTKH, TOKPBITHIE MIISHOYHOM
obonoukoii 6enoro Leera, ¢ pUCKOi
Ha 0HOM cTopoHe. Ha nonepeuHom
paspese sapo Genoro upera.

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. / Kpyrnble HBOSKOBBINTYKJIBIE
TabJIETKH, NOKpLIThIE IUIEHOYHOM
obonoukoit Oenoro wan  nouru Genoro
LBETa, C PHUCKOM Ha oaHOM cropone. Ha
NONepe4HoOM paspese AApo orT 6edoro Jo
noutn 0enoro ueera.

Remarks : The Product confirms to ND/

IpuMeuanne: [Ipoaykr coorBeTcTBYeT TpeboBanusM HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHANTHM3A

Product : Cetrine film-coated tablets 10 mg
Ipoaykr: Llerpuu, Tabnetku, HOKpbIThiE NAEHOUHOH 060104KOI, 10 Mr

Batch No / B2303983 Batch Quantity / : 955,000 KG/
Cepun Ne O6bem cepuu 955,000 KI'
Analytical Report No / . 2002FP23002854 Date of Analysis / : 13-12-2023
AnanuTudeckuii otTyeT No JlaTa aganmu3a

Date of Manufacture / . 1172023 Date of Expiry / . 1072026
Jlata npou3BojacTBa TopeH no

Analysis performed according ND / Ananns nposeaet no HJL: TIN013283/01 dt 13.07.2023 /

T1N013283/01 or 13.07.2023

2 | Identification. Cetirizine / IlopgmmadocTs. HeTupuzun

1. HPLC/BD2XX

Complies as prescribed /
CooTeeTCTBYET TPEOOBAHUAM

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 ynepsxuBanus
OCHOBHOTO MNHKa HAa  XpoMarorpamme
MCITBITYEMOTO pacTBopa JOJIXKHO
COOTBETCTBOBATh BPEMEHH yHep)KHBaHUS
OCHOBHOTO IIMKa Ha  XpoMaTorpamme
pactsopa CTaHAapTHOrO obpazua
LETUPU3HHA rUAPOXJI0pHAA (paznen
«KomuuecTBeHHOE OTIpENEIEHHE ).

2. UV spectrophotometry /
Y®-crekrpodoromerpus

Complies as prescribed /
CooTBeTcTBYeT TpeOOBaHMAM

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®-criekrpsl
MOIVIOLIEHMST MCIBITYEMOTO  pacTBOpa U
pacTBopa CTaHAAPTHOrO obpazia
LETHPU3NHA THOPOXIOpPHAA B 00JAacTh OT
200 po 400 HM AOMKHBI UMETb MAKCHUMYMbI
NOINIOWIEHNA TIPU OJHOW ¥ TOM JKe AJIMHE
BOJHEI C HOIYCTUMBIM OTKJIOHEeHHeM *+ 2
HM.

3 | Water / Boaa

4.0% w/w / 4,0%

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

4 | Uniformity of dosage units /
OanopoaHoOCTH
AO3UPOBAHUA

28728

Acceptance value (AV) should be not more
than 15.0 / [loxazarens mnpUEMIEMOCTH
(AV) nomxen 6s1Th He Gonee 15,0.

Remarks : The Product confirms to ND/

Hpumedanue: [Ipoaykr cooTBeTcTBYET TpeboBanmsam HJJ

Conclusion : APPROVED /
Zakawuenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIA3A

Product : Cetrine film-coated tablets 10 mg
[poaykT: LleTpuH, TabneTKy, MOKPbIThIE MIIEHOUHOH 06onoukoH, 10 mr

Batch No / BR2303983 BRatch Quantity / : 955.000 KG/
Cepus Ne Ob6nem cepuu 955,000 KI"
Analytical Report No / 2002FP23002854 Date of Analysis / 13-12-2023
AnanutHueckuii otyet No Jlata aHain3a

Date of Manufacture / . 1172023 Date of Expiry / 10/2026
Jara npousBoacTea ToneH no

Analysis performed according ND / Ananus nposeaen no HJ[: TTN013283/01 dt 13.07.2023 /
ITN013283/01 ot 13.07.2023

5

Dissolution / PacTrBopenue

Unit-1/ Tabn.-1 98%
Unit-2 / Tabn.-2 101%
Unit-3 / Tabn.-3 101%
Unit-4 / Tabn.-4 99%
Unit-5 / Tabn.-5 100%
Unit-6 / Tabn.-6 98%

Not less than 80% (Q) of the labeled amount
of  C,H,sCIN,O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) or HOMHHANLHOTO CcomepKaHUs
C5H,5CIN,04-2HCI (uetupusuHa
OUrUapoxJIopum) depes 30 MUH.

Related Impurities by HPLC/
PoacrBennblie npuMecH

Impurity A / TTpumecs A

Impurity B / [1pumecs B

Impurity C / TIpumecs C

Impurity D / TTpumecs D

Impurity E / Opumecs E

Impurity F / TIpumecs F

Any individual unidentified
impurity / Jiobas enMuuyHas
HeHIeHTHOUIHPOBAHHASL
TpHMeCh

Not detected / He oOHapyeHa
0.02% /0,02%
Not detected / ne obnapyxeHa
Not detected / ne obnapykxeHa
0.04% / 0,04%
Not detected / He oGHapyskeHa
0.07% / 0,07%

Not more than 0.2 % / He Gonee 0,2 %

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

Not more than 0.2 % / He Gonee 0,2 %

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

Total impurities / 0.3%/0,3% Not more than 2.0 % / He 6onee 2,0 %
Cymma npumecei
7 | Assay / KosinyecTBeHHoe 10.08 mg /10,08 mr Not less than 9.0 mg and not more than 11.0

onpeneseHne

100.8% /100,8%

mg C,H,5CIN,O5-2HCI (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 Mr mo 11,0 Mr
C,1H,5CIN,O5-2HCI (ueTupu3vHa
ruapoxiopun) B tabnerke (ot 90 % no
110 % OT HOMMHAJILHOrO COACPIKAHHS).

Remarks : The Product confirms to ND/
Ipumevyanne: Ilpoaykt coorBeTcTByeT TpeGoBanusaM HJI

Conclusion : APPROVED /
3akaioyeune: OJOBPEHO
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Printed By: Prashanth Voladri
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Printed Date & Time (IST):
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHATTH3A

Product : Cetrine film-coated tablets 10 mg

MMponyxkr: LerpuH, TabneTku, NOKPLITHIE MIEHOYHOH 060104KOH,

10 mr

Batch No / B2303983 Ratch Quantity / © 955.000 KG/

Cepust Ne Obbem cepuu 955,000 KI"

Analytical Report No / 2002FP23002854 Date of Analysis / 13-12-2023

Apanuradeckuii oryeT Ne Jlata aHanusa |
Date of Manufacture / - 112023 Date of Expiry / 10/2026

Jara npouszsoacraa ToneH no

Analysis performed according ND / Ananus nposeaen no HJT: TIN013283/01 dt 13.07.2023 /

I[1N013283/01 ot 13.07.2023

8 | Subdivision of tablets /
OaHopoaHOCTH Macc MpPH
JeJIeHNH TabJIeTOR

Complies as prescribed /
CooTBeTcTBYET TpeGOBaHHAM

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. /

Tabnerku COOTBETCTBYIOT TpeSOBaHUAM,
ecny He Oonee 1 eauHuuynas macca
oTKknoHAeTcs 3a npeneisl 85 % - 115 % ot
cpenHeit MAaccChl. TabGnetku He

COOTBETCTBYIOT TpeboBanusam, ecau Gonee
yeMm | MHAMBHIYaNbHAs Macca OTKIOHSETCs!

OT  3TMX  NpefenoB Wi, ecau 1
WHAUBUAYyaIbHAsS Macca OTKJIOHSAETCS 3a
npepensl 75 % - 125 % ot cpenneit Macchl.
9 [Microbiological purity* / Mukpo6uooruieckas YucTora*

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /

Count / OGimee umncio He Gonee 1000 KOE/r

a’pOOHBIX MHKPOOPraHM3MOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g /

moulds count / OGiuee uucio He 6onee 100 KOE/r

JIPOOKEBBIX U NJIECHEBbBIX

rpubos

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

OrcyretBue B 1 1

Remarks : The Product confirms to ND/
IIpumeuanne: Ilponykr coorBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axmouyenne: OJIOGPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg
 Tlpoayxt: HerpuH, TabneTku, NOKPbITHIE MIEHO4HOH 060n0uKoi, 10 mr

Batch No / B2303983 Batch Quantity / : 955.000 KG/
Cepus No O6bem cepuu 955,000 KT"
Analytical Report No / 2002FP23002854 Date of Analysis / 13-12-2023
Ananutuyeckuii oraet Ne JlaTa aHanuzsa

Date of Manufacture / ¢ 11/2023 Date of Expiry / 10/2026
Jlara npoussojacrea ToaeH no

Analysis performed according ND / Anannz nposeaen no HII: TTN013283/01 dt 13.07.2023 /
IIN013283/01 ot 13.07.2023

10

Packaging / Ynakoska

10 tablets in PVC/PVDC//aluminum
blister. 2 Dblisters and patient
information leaflet in a carton. / ITTo
10 TabJeToK B
TNBX/TIBAX//antoMmuHHEBOM
6auctepe. [lo 2 Gmucrepa BMecTe ¢
MHCTPYKUMEH N0 NPUMEHEHUIO
yNaKoBaHbl B Na4Ky KapTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Tlo 10 Tabnerok B
TIBX/TIBJIX//anomunueBom Guucrepe. Tlo
2 wnu 3 GrEcTepa BMECTE ¢ MHCTPYKIHEH 110
NPUMEHEHUIO  YMaKOBaHbBI B IAa4Ky
KapTOHHYIO.

11 | Labeling / MapknpoBka According to ND / B cootsercteun ¢ HJJ

12 | Storage conditions / At temperature below 25 °C. / TIpu Temneparype He Bbiue 25 °C,
Xpanenne

13 | Shelf life / Cpox rognocrn 3 years /3 ropa

*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 / IIpogodumes npouzso0umeney npu Gbinycke NepuoOUdecKu. Ons
kancooti 20-o0ii cepuu unu ne aenee 1 pasa 6 200. Hoxazamens modicem boiinb He exmoven 6 Cepmudpuxam

ananuza pupmoi.

Remarks : The Product confirms to ND/
Mpumedanue: [1poaykT cooTBeTcTBYET TpeboBaHusaM HJL

Conclusion : APPROVED /
3akmouenue: OJJOGPEHO
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Uncontrolled Copy

ELECTRONIC SIGNATURES
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