Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHDUKAT AITATHM3A

Product : Cetrine film-coated tablets 10 mg

[Mponykr: IerpuH, TabaeTky, NOKPLIThIE MIEHOYHOM 060a04K0M, 10 Mr

Batch No / B2304072 Batch Quantity / 1 955.000 KG/
Cepust Ne O6beM cepun 955,000 KT"
Analytical Report No / 2002FP23002843 Date of Analysis/ 13-12-2023
Auanurndecknii oTaet No Jlata aHanu3a

Date of Manufacture / 11/2023 Date of Expiry / 10/2026
Jla1a 11poM3BOACTBA [oacH 0o

[1N013283/01 ot 13.07.2023

Analysis performed according ND / Ananus npoeenen mo HJI: ITN013283/01 dt 13.07.2023 /

Ne Test / IToxka3zaTenn

Result / PesyabTaTsr

Specification / Hopma

1 | Description / Onucanue

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyrasle TBOSKOBBILYKJIbIE
TabAETKH, MOKPBITHIE NJEHOUHOMH
060704K0¥i Genoro npera, ¢ pUCKOH
Ha oxHoi cTopoHe. Ha monepedrnoM
paspeze apo 6enoro 1peTa.

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. / Kpymisle  IBOSKOBBITYKIIbIE
TabIETKH, FOKPbITHIE NUIEHOYHOM
0600uKoii GeNoro WIH IoYTH 6Oesioro
IBeTa, ¢ pUCKOdl Ha o;HOM cropone. Ha
MOTepeyHOM paspese SApo OT 6Gejloro o
nouTu 0e0ro useTa.

Remarks : The Product confirms to ND/

Ilpumeyanne: [1poaykT cooTBeTCTBYST TpeboBaHmaM H/L

Conclusion : APPROVED /
3axmoyenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOHIKAT AITAJTHM3A

Product : Cetrine film-coated tablets 10 mg
IMponykr: LleTpuH, TabAeTKH, NOKPLITHIE IJIEHOUHOH 0bonouKkoH, 10 mr

Batch No / : B2304072 Batch Quantity / : 955.000 KG/
Cepus Ne O6bem cepun 955,000 KI'
Analytical Report No / : 2002FP23002843 Date of Analysis / : 13-12-2023
Ananutudeckuii oTyeT Ne JlaTa aHaiau3a
Date of Manufacture / ¢ 1172023 Date of Expiry / : 10/2026

| JlaTa mpousBoncTea {"omeH o

J1N013283/01 ot 13.07.2023

Analysis performed according ND / Ananu3 npoeenex o HJI: 11 N013283/01 dt 13.07.2023 /

2 | Identification. Cetirizine / lloginanocts. lernpusun

1. HPLC/BOXX

Complies as prescribed /
CootgercTBYyeT 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"). / Bpema ynepxuBaHus
OCHOBHOTO TMHKa HAa  XpoMaTorpaMme
HCITBITYEMOTO pacTBOpa JOJDKHO
COOTBETCTBOBaTb BPEMEHU  yJICpKHBAHMs
OCHOBHOrO MHKa Ha  XpomaTorpamme
pacTBOpa CTaHJapTHOTO obpa3ua
LIeTUpHU3HHA ruapoxJopuaa (paznen
«KonuuecTBeHHOE OIIpeieTICHHe ).

2. UV spectrophotometry /
Y®-cniekrpodoromeTpust

Complies as prescribed /
CooTBeTcTBYET TpeOOBaHUAM

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®-crekrps
NOrAOUEHHUA HWCIBITYEMOro  pacTBopa W
pacTBopa CTaH/apPTHOTO obpazsua
LUETHPU3MHA THAPOXJIOpHAa B ob6jacTH or
200 mo 400 HM DOJXKHEI UMETH MaKCHMYMBI
NOTNOLIEeHMst MpW OJIHOM M TOW >Ke AJInHe
BOJIHBI C JOIYCTUMBLIM OTKJIOHEHHWEM =+ 2
HM.

3 | Water / Boga

3.7% wiw /3,7%

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

4 | Uniformity of dosage units /
OanopoaHocTs
HAO3HPOBAHHUA

3.1/3,1

Acceptance value (AV) should be not more
than 15.0 / Ilokasatens IpHEMIEMOCTH
(AV) momxkeH GBITE He Gomee 15,0.

Remarks : The Product confirms to ND/

Ilpumevanne: [lponykr cootsercTByer TpeboBanmsam H/L

Conclusion : APPROVED /
3axaouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: Prashanth Voladri
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Printed Date & Time (IST):  13-12-2023 20:54:28




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOHNKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
IMpoayxkr: Ilerpun, Tabsierku, MOKPBITbIE INEHOUHOH 06onoukoi, 10 mr

Batch No / B2304072 Batch Quantity / : 955.000 KG/
Cepus Ne Obbem cepun 955,000 KT"
Analytical Report No / 2002FP23002843 Date of Analysis / 13-12-2023
| Auamurruyeckuil ordeT No Jlarta ananusa
Date of Manufacture / 11/2023 Date of Expiry / 10/2026
| JlaTa mpou3BoACTBa [oged oo

Analysis performed according ND / Anamms nposemen mo HJI[: IT N013283/01 dt 13.07.2023 /
I1N013283/01 ot 13.07.2023

onpejaeenne

101.8% /101,8%

5 | Dissolution / PacTeopenue Unit-1/ Ta6.-1 98% Not less than 80% (Q) of the labeled amount
N ] o of C211‘I25C1N203 ) ZI'ICI (cetirizine
Ui 2/ TaGiez e dihydrochloride) after 30 min. / He menee
Unit-3 / Ta6i.-3 98% 80 % (Q) OT HOMUHANLHOTO COAEPIKAHUSA
Unit-4 / Tabn.-4 10]% C2|H25C1N203'2HC1 (I_[eTI/IpI/ISI/IHa
IUruApoxaopun) depes 30 Mum,
Unit-5 / Ta61.-5 100%
Unit-6 / Tabn.-6 100%
6 |Related Impurities by HPLC/
PoacrBeHHbie npumMecu
Impurity A / [Ipumecs A Not detected / He oGHapyKeHa Not more than 0.2 % / He 6osnee 0,2 %
Impurity B / [Ipumecs B 0.02%/ 0,02% Not more than 0.2 % / He 6onee 0,2 %
Impurity C / TTpumecs C Not detected / ne obnapyseHa Not more than 0.2 % / He 6onee 0,2 %
Impurity D / ITpumecs D Not detected / ne obnapysxena Not more than 0.2 % / He 6otee 0,2 %
Impurity E / Ipumecs B 0.04% / 0,04% Not more than 0.2 % / He Gornee 0,2 %
Impurity F / Tpumecs F Not detected / He obnapysxceHa Not more than 0.2 % / He Gonee 0,2 %
Any individual unidentified | 0-07%/0,07% Not more than 0.2 % / He 6onee 0,2 %
impurity / Jlrobas eauHuuHas
HeUOeHTHHULIMPOBAHHAS
npumMech
Total impurities / 0.3%/0,3% Not more than 2.0 % / He 6onee 2,0 %
CymmMma npuMecei
7 | Assay / KonimuecTBennoe 10.18 mg /10,18 mr Not less than 9.0 mg and not more than 11.0

mg C,H,5CIN,0;-2HCl (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 Mr no 11,0 Mr
C, H,5CIN,05-2HCI (uetupusuHa
auruapoxnopua) B tabnerke (ot 90 % a0
110 % OT HOMHHAJIEHOTO CONEPIKAHMS ).

Remarks : The Product confirms to ND/
Ilpumeuanue: IlpogykT coorBeTcTBY€ET TpeboBauusm H/L

Conclusion : APPROVED /
3axumouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: Prashanth Voladri
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHATIN3A

Product : Cetrine film-coated tablets 10 mg

| Tponykr: LlerpuH, TabneTKK, NOKPHITHIE NNEHOUHON 0bonoukoi, 10 mMr
Batch No / B2304072 Batch Quantity / : 955.000 KG/
Cepust Ne O6bem cepuu 955,000 KI'
Analytical Report No / 2002FP23002843 Date of Analysis / 13-12-2023
AnanutHueckuid oryet Ne Jata aHanuza
Date of Manufacture / 11/2023 Date of Expiry / 10/2026
Jara npou3BOOCTBA [ouen oo

I1NO013283/01 ot 13.07.2023

Analysis performed according ND / Anannz niposenen mo HJI; IT N013283/01 dt 13.07.2023 /

8 | Subdivision of tablets / Complies as prescribed / The tablets comply with the test, if not more
OaHOpPOAHOCTH MAaCC NPH CooTBeTCTRYET TpeOOBaHUAM than 1 individual mass is outside the limits
Je/eHHH TabIeToK 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. /
TabneTkn COOTBETCTBYIOT  TpebGOBaHUAM,
eciu  He Oonee 1| eanmHuunas  macca
oTKJIOHseTes 3a npeaensl 85 % - 115 % or
cpeaHei MaccChl. TaGnerkn HE
COOTBETCTBYIOT TpeboBaHMAM, eciu Oonee
yeM | WBIMBHAYyaJbHAas Macca OTKIOHSETCS
OT 3TMX 1npeleiloB uiu, ecad 1
HHOUBUAYaJbHAS Macca OTKJIOHJeTCsS 3a
npenensl 75 % - 125 % oT cpenHeli Macchl.

9 [Microbiological purity* / Mukpo6uooruueckast Y4HcToTa*

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g/
Count / O611ee uucno He 6onee 1000 KOE/r
a’pOOHBIX MUKPOOPraHU3MOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g /
moulds count / O6miee uuciao He 6onee 100 KOE/r
JPOAOKEBBIX U TTIeCHEBBIX

rpuboB

c) Escherichia Coli Not Applicable Shell be absent in 1 g/

OtcytctBHe B 1 T

Remarks : The Product confirms to ND/

[pumedanne: [lponykr cooTBeTcTBYET TpeboBanusm H/L

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

WI-GLOB-QA-0669-1.0
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of 6

Printed Date & Time (IST):

13-12-2023 20:54:28




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Product : Cetrine film~coated tablets 10 mg
TMpoaykr: Ilerput, TabneTky, NOKphIThie MeHOUHOR 060a0uKoH, 10 Mr

Batch No / B2304072 Batch Quantity / : 955.000 KG/
| Cepus Ne O6BeM cepun 955,000 KT
Analytical Report No / 2002FP23002843 Date of Analysis / 13-12-2023
Auanutrueckuii oryeT Ne Jlara aganuza
Date of Manufacture / 11/2023 Date of Expiry / 10/2026
| Jata mpousBouctBa [omed fo

Analysis performed according ND / Ananns npoeezex no HJI: I1 N013283/01 dt 13.07.2023 /
I1N013283/01 ot 13.07.2023

10

Packaging / Ynakosxa

10 tablets in PVC/PVDC//aluminum
blister. 2 blisters and patient
information leaflet in a carton. / Ilo
10 TabneTox B
T1BX/I1BJIX//antoMuHEEBOM
6mucrepe. [lo 2 Giucrepa BMecTe ¢
MHCTPYKUMEA  NO  NPUMEHEHHIO
YTIAKOBaHBI B 1a4K) KapTOHHY!O,

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Ilo 10 TtaGnerox B
TMBX/TIBJ/IX//aniomnuvesom Gaucrepe. Tlo
2 unu 3 Gnuctepa BMECTE ¢ MHCTPYKIMEH M0
INPUMEHEHMIO  YNAKOBaHBl B IIaUKy
KapPTOHHYIO.

11 | Labeling / MapkupoBka According to ND / B cootBercTBHM ¢ H/|

12 | Storage conditions / At temperature below 25 °C. / I1pu remneparype He Bbuue 25 °C,
Xpanenue

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

*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 / llposodumcs npouzgooumeney npu 8uInycKke NepuoOUEeCcKiL: Ol
raocooti 20-0it cepuu unu He aenee 1 pasza 6 200. Iloxkazamens modicem bvinte He gxniouer 8 Cepmuchuxam

AHANU3A (PUPMbI.

Remarks : The Product confirms to ND/
Hpumeuanne: [Iponykrt coorBeTcTBYeT Tpebopanmsam H/L

Conclusion : APPROVED /
3akimoyenne: OJOBPEHO
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