Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJTN3A

Product : Cetrine film-coated tablets 10 mg
Tposykr: LleTpuH, TabneTku, nokphiThie nneHouHok obonoykon, 10 mr

Batch No / . B2304347 Batch Quantity / : 955.000 KG/
Cepust Ne O0BeM cepHU 955,000 KT'
Analytical Report No / 2002FP24000008 Date of Analysis / 05-01-2024
Ananutnueckuii oryer Ne JaTa ananmnsza

Date of Manufacture / 12/2023 Date of Expiry / 11/2026
Jlara npou3BoAcTBa I'onen no

[1N013283/01 ot 13.07.2023

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

[ Ne Test / IlokazaTennb

Result / PesynbTaThl

Specification / Hopma

1 | Description / Onucanue

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyrible NBOSIKOBEUTYKIIbIE
TabJIeTKH, MOKPBITHIE IJICHOYHOH
o6onoukoi 6enoro LBeTa, ¢ pUCKOH
Ha ofiHO# cTopoHe. Ha nomnepeynom
paspese sajpo 6enoro uBeTa.

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 ABOSKOBLINYKIBIE
TabseTKy, NOKPBITBIE MIEHOYHOM
obonoukoit Oenoro MM o4yrm  Genoro
[[BETa, C PUCKOM Ha OAHOW cropoHe. Ha
TIONEPEYHOM paspese SJIpo oT Genoro o
nouTy Oenoro usera.

Remarks : The Product confirms to ND/
IIpumeuanue: IIpoaykr coorsercTByeT Tpebosanrsam HJI

Conclusion : APPROVED /
3akmovyenne: OJOBPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJN3A

Product : Cetrine film-coated tablets 10 mg
Ipoaykr: LleTpus, TaGneTku, NOKpbIThie N1eHOUHON 0BOIOMKO#, 10 mr

Batch No / . B2304347 Batch Quantity / : 955.000 KG/
Cepus Ne O6beM cepri 955,000 KI"
Analytical Report No / : 2002FP24000008 Date of Analysis / : 05-01-2024
Ananurryeckuit otueT Ne Hara ananusa

Date of Manufacture / ;1272023 Date of Expiry / . 11/2026
JlaTa 1npou3BoACTBa I"oneH no

Analysis performed according ND / Auanus npoeezen nio HJI: TIN013283/01 dt 13.07.2023 /

11 N013283/01 ot 13.07.2023

2 | Identification. Cetirizine / [logauuaocTs. HeTnpusnn

1. HPLC/B3XX

Complies as prescribed /
CooTBeTcTBYET TpeOOBAHUIM

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 yupepxuBaHus
OCHOBHOTO IMHKAa HAa  XpoMaTrorpamme
UCTILITYEMOro pacTBOpa JIOJKHO
COOTBETCTBOBATh BPEMEHH  yJIEPIKUBAHUS
OCHOBHOTO NHKa Ha  XpoMarorpamme
pacTBopa CTaHAApTHOIO obpaszua
LEeTHpPU3UHA rUApoOXJIOprIa (pazmen
«KonuyecTBeHHOe onpeaeneHue»).

2. UV spectrophotometry /
Y®-cniexrpodoromerpus

Complies as prescribed /
CootsercTByeT TpeGOBaHUAM

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. / VY®-crnekTpsl
[OIJIOWEHUS HUCILITYeMOrO pacTBopa u
pacTeopa CTaHJAPTHOIO obpasua
UeTUpU3MHA CWapoxJopuaa B obnacth ot
200 go 400 HM JODKHBI UIMETh MaKCUMYMbI
TOTJIOWICHHS. TIPU OAHOM M TOW K€ JJIMHE
BOJIHBI C JIOMYCTUMBIM OTKJIOHEHHEeM + 2
HM.

3 | Water / Boaa

3.1% wiw / 3,1%

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

4 | Uniformity of dosage units /
OnxHopoanocTb
A03MPOBAHMS

3.7/3,7

Acceptance value (AV) should be not more
than 15.0 / IlokasaTtens NpUEMAEMOCTH
(AV) nomxken 66ITE He Gonee 15,0.

Remarks : The Product confirms to ND/

Ilpumeuanue: [Ipoaykr cooTBeTcTBYET TpeboranusM HJL

Conclusion : APPROVED /
Zaxmouenune: OJJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy

Page 2 of 6

Printed Date & Time (IST): 07-01-2024 22:11:38




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHPHKAT AHAJIH3A

Product : Cetrine film-coated tablets 10 mg
Mpoaykr: LleTpun, TabaeTku, MOKPLITHIE MeHoYHOH 060n04Koi, 10 Mr

Batch No / 1 B2304347 Batch Quantity / : 955.000 KG/
Cepus No O6beM cepui 955,000 KI'
Analytical Report No / 2002FP24000008 Date of Analysis / 05-01-2024
Ananutuueckuid otdyer Ne Jlara ananusa
Date of Manufacture / 12/2023 Date of Expiry / 11/2026

| JlaTta 0poM3BOACTBA Copen oo

Analysis performed according ND / Ananus nposezen o HJI: ITN013283/01 dt 13.07.2023 /
IMTN013283/01 ot 13.07.2023

onpeneJjieHue

101.0%/ 101,0%

5 | Dissolution / PacTBopeHue Unit-1/ Tabn.-1 101% Not less than 80% (Q) of the labeled amount
= 5 = of  C;HysCIN,0;3-2HCI (cetirizine
St Tp e e dihydrochloride) after 30 min. / He menee
Unit-3 / Tabn.-3 99% 80 % (Q) or HOMHMHAIBHOIO CoOfAEpPXKaHUsA
- C,,H,sCIN,O5-2HCI (ueTupu3HHa
- . 0
Unit-4 / Tabn.-4 100% AMrApOXTOpH) Hepe3 30 M,
Unit-5 / Tabn.-5 99%
Unit-6 / Tabn.-6 100%
6 |Related Impurities by HPLC/
PojcTBennbie NpuMecH
Impurity A / IIpumecs A Less than Limit of Detection (LOD = | Not more than 0.2 % / He 6osee 0,2 %
- 0.005%) / Huxe npenena 5 =
Impurity B / [Ipumecs B obHapys«erns (10 = 0,005%). Not more than 0.2 % / He 6outee 0,2 %
Impurity C / TTpumecs C Less than LOQ (LOQ = 0.010%) / Not more than 0.2 % / He 6onee 0,2 %
Impurity D / Ilpumecs D Hwxe npenena KOMU4ecTBEHHOTO Not more than 0.2 % / He 6onee 0,2 %
= ITKO = 0,0109
Impurity E / Ilpumecs E ampeRencHg . & Not more than 0.2 % / He 6onee 0,2 %
Not detected / 6
Impurity F / [Ipumecsk F M " e bty Not more than 0.2 % / He 6osee 0,2 %
— - - Not detected / He oOHapy>xeHa
Any individual unidentified Not more than 0.2 % / He 6onee 0,2 %
impurity / Jlrobas eguupunas | 0.04%/0,04%
HeuIeHTHPUUMPOBAHHAs Less than Limit of Detection (LOD =
HRHNEES 0.015%) / Hwke npenena
obHapy:xenus (I1O = 0,015%).
0.07%/0,07%
Total impurities / 0.2%/0,2% Not more than 2.0 % / He 6onee 2,0 %
Cymma npumeceit
7 | Assay / KosimuecTBeHHOE 10.10 mg / 10,10 mr Not less than 9.0 mg and not more than 11.0

mg C, Hy5sCIN,O5-2HCI (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr g0 11,0 mr
C,,H,5CIN,04-2HCI (ueTvpu3uHa
muruapoxiopun) B tabnerke (or 90 % uo
110 % OT HOMHHAJILHOrO COJEPIKAHUS).

Remarks : The Product confirms to ND/
IMpumeuanne: Ilpoayxr coorsercTyet TpeboBanusM HJI

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy

Page 3 of 6

Printed Date & Time (IST):

07-01-2024 22:11:38




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHRUKAT AHATU3A

Product : Cetrine tilm-coated tablets 10 mg

[poayxkr: LleTpuil, TabieTku, NOKPLIThIC IICHO4HOI 06onoukow, 10 Mr

Batch No / : B2304347 Batch Quantity / : 955.000 KG/
Cepus Ne O6bem cepun - 955,000 K"
Analytical Report No / 2002FP24000008 Date of Analysis / 05-01-2024
Ananuruyeckuid oryeT No Jlara aHanusa

Date of Manufacture / 12/2023 Date of Expiry / 11/2026
Jara npousBoacTBa I'oneH no

Analysis performed according ND / Ananns nposesen no HJI[: TTN013283/01 dt 13.07.2023 /

T N013283/01 ot 13.07.2023

8 | Subdivision of tablets /
OxHOPOAHOCTL Mace NpH
JeJIEHHH Ta0JIeTOK

Complies as prescribed /
CooTBeTcTBYET TPeOOBAHUAM

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. /
TabneTkd COOTBETCTBYIOT —TpeGOBaHMSIM,

ecnn  He Oonmee | enuHwuHas Macca
oTKJIOHsteTcs 3a npenensl 85 % - 115 % ot
cpenHeit Macchbl. Tabnerkn He

COOTBETCTBYIOT TpeOOBaHUsAM, ecnu Oosee
yeM | MHAUMBUIYyaJIbHAS Macca OTKIIOHSASTCA
OT  TUX  1PEeleNoB WM, ecam 1
WHAMBWIyallbHas Macca OTKJIOHAeTCs 3a
npenenst 75 % - 125 % ot cpenneit Macchl.

9 |Microbiological purity* / Mukpo6unoJjiorndeckas qYucToTa*

a) Total Aerobic Microbial
Count / O61uee yucio
a3poOHbIX MUKPOOPraHU3MOB

Not Applicable

Not more than 1000 CFU/g /
He Gonee 1000 KOE/r

b) Total Combined Yeast and
moulds count / O6utee umcio
JPOKIKEBBIX H IUIECHEBBIX
rpuboB

Not Applicable

Not more than 100 CFU/g/
He 6Gonee 100 KOE/r

c) Escherichia Coli

Not Applicable

Shell be absentin 1 g/
OtcytctBue B 1 T

Remarks : The Product confirms to ND/
IIpumeuanue: [Iponykr coorseTcTBYeT TpeboBanusMm HJJ

Conclusion : APPROVED /
Zakmaouenne: OJJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy

Page 4 of 6

Printed Date & Time (IST):

07-01-2024 22:11:38




CERTIFICATE OF ANALYSIS

CEPTHOPHUKAT AHAJTH3A

Product : Cetrine film-coated tablets 10_mg_
Hpoayxt: IleTpun, TaGacTkn, IOKPLITbIC NIcHOUNOH 0bonouKkoi, 10 Mr

Batch No / : B2304347 Batch Quantity / : 955.000 KG/
Cepus Ne O6beM cepun 955,000 KI"
Analytical Report No / 2002FP24000008 Date of Analysis / 05-01-2024
Auanutuueckuii oTyeT Ne Jara ananusa

Date of Manufacture / 12/2023 Date of Expiry / 11/2026
Jlata npou3BoACTBa I'ogen no

Analysis performed according ND / Ananus nposeaen no HJI: TIN013283/01 dt 13.07.2023 /
I1N013283/01 ot 13.07.2023

10

Packaging / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient
information leaflet in a carton. / Ilo
10 Tabiierox B
[IBX/I1BJIX//antoMUHHUEBOM
oaucrepe. Ilo 3 Gnuctepa BMecTe €
UHCTPYKIMEH 10 NPUMEHEHHUIO
yMaKOBaHbI B JIA4YKY KapTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Ilo 10 Ttabnetox B
[IBX/IIBJIX//amomuHuesoM 6Gnucrepe. Ilo
2 unu 3 6nucTepa BMECTE ¢ MHCTPYKLIMEH 110
NPUMEHCHUIO  YMAaKOBaHbl B Mayky
KapTOHHYIO,

Uncontrolled Copy

11 | Labeling / MapkupoBka According to ND / B coorerctenn ¢ HJ|

12 | Storage conditions / At temperature below 25 °C. / TIpu Temnepatype He Bbiie 25 °C.
Xpauenne

13 | Shelf life / Cpox roanocTH 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 / [Ipogodumcs npouzgooumenem npu 6binycke nepuooudecKu. Ons
xancooti 20-oii cepuu unu ne menee 1 paza 6 200. Ilokasamenv modicem 6uimy He sxmouer 6 Cepmughuxam

ananuza gupmel.

Remarks : The Product confirms to ND/
IIpumeuanue: [Iponykxt coorBeTcTBYET TpeboBaHuaM H/JI

Conclusion : APPROVED /
3akarouenue: OJJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy
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Printed Date & Time (IST):
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Uncontrolled Copy
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