Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHATA3A

Product : Cetrine film-coated tablets 10 mg

Hpoaykr: LieTpui, Tabneriu, noKpuIThie mIeHoUHOH 06010uK0H, 10 mr

Batch No / B2400423 Batch Quantity / : 955.000KG/
Cepus Ne O6beM cepun 955,000 KI
Analytical Report No / : 2002FP24000464 Date of Analysis/ t 22-02-2024
Ananuruueckuil otuet No Jlata ananusa

Date of Manuflacture / 02/2024 Datc of Expiry / : 01/2027
JlaTa npou3BOACTBa I'opeH no

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

ITN013283/01 ot 13.07.2023

Ne Test / IlokazaTenn

Result / Pe3yabraThl

Specification / Hopma

1 | Description / Onucauue

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyrasie ABOSIKOBBINYKJIbIE
TabJETKH, TTOKPBITHIE MNEHOUHO
0605104K0i1 OesIoro LBeTa, ¢ pUCKOH
Ha o/{HO¥ cTopoHe. Ha nmonepeuHoM
paspese aapo 6enoro LBeTa.

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. / Kpymible ABOAKOBLINYKble
TabNETKH, MOKPBITHIE MJIEHOYHOM
obosioukoit  Gemoro MAM 1ou4TH Oesoro
1[BETA, C PHUCKOW Ha OJHOM cropone. Ha
flonepeyHoM paspese AApo oT Genoro Jio
rmouTtu 6enoro upera.

Remarks : The Product confirms to ND/
ITpumeuanue: [ponykr coorsercTByeT TpeboBanuam HJI

Conclusion : APPROVED /
3akmovenne: OJIOGPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDMHUKAT AHATTH3A

[ Product : Cetrine film-coated tablets 10 mg

Ipoayxt: LleTpuH, TabIeTKn, MOKPLITHIE IEHOUHOM 060s10uKOH, 10 MI

Batch No/ . B2400423 Batch Quantity / : 955.000KG/
Cepust Ne 0O0beM cepum 955,000 KT"
Analytical Report No / : 2002FP24000464 Date of Analysis / r 22-02-2024
Ananutrnyeckuii otyer Ne JlaTa aHanu3a

Date of Manufacture / ¢ 02/2024 Date of Cxpiry / ¢ 01/2027

Jlata npousBoacTBa I"omeH oo

Analysis performed according ND / Ananus npoeegen o HJT: TIN013283/01 dt 13.07.2023 /

I1N013283/01 ot 13.07.2023

2 | Identification. Cetirizine / llopaunuocts. HeTnpusun

1. HPLC/B3XX

Complies as prescribed /
CootgetcTBYeT TpeOOBaHHAM

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 ynepskuBaHus
OCHOBHOTO TMKa HAa  XpOMarorpamMMe
HCTILITYEMOTO pacTBopa DOMKHO
COOTBETCTBOBATH BPEMEHHU  YIEP>KUBAHUS
OCHOBHOTO TIHKA Ha  XpoMaTorpaMme
pacTBopa CTaHJaPTHOrO obpasua
LeTHPU3HHA THAPOXJIOpUIA (paznen
«KonndyecTBeHHOE OlIpeleTIeHHeN).

2. UV spectrophotometry /
Yd-cnekrpodoromerpus

Complies as prescribed /
CootsercTByeT 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®-crniekTpsl
NOIVIOUIEHMS UCOBITYEMOrO pacrBopa H
pacTBopa CTaHJIapTHOTO obpasua
UETHPU3MHA THAPOXJIOpPHAA B 0O6MACTH OT
200 no 400 HM AOKHBI UMETh MaKCHMYMbI
OOMJIOUEHWS] MPU OJHOW M TOHM XKe IJIMHE
BOJIHBI C JOMYCTUMBIM OTKJIOHEHWeM + 2
HM.

3 | Water / Boaa

3.4% wiw / 3,4%

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

4 | Uniformity of dosage units /
OanopoaHoCTh
AO3HPOBAHHS

59759

Acceptance value (AV) should be not more
than 15.0 / Ilokasarens DpUEMIIEMOCTH
(AV) nomxkeH 6wiTh He Gonee 15,0.

Remarks : The Product confirms to ND/

Ipumeyanne: Ipoaykr coorsercrayer TpedboBannsm HJI

Conclusion : APPROVED /
Bakmouyenne: OJJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy

Page 2 of 6

Printed Date & Time (IST): 23-02-2024 17:38:38




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHATH3A

Product : Cetrine film-coated tablets 10 mg

Hposuykt: Llerpui, Tabneriu, NOKPLIThE MIeHOYHON obonoukoi, 10 Mr

Batch No / B2400423 Batch Quantity / : 955.000 KG/ o
Cepus Ne O0beM cepuu 955,000 KI"

Analytical Report No / i 2002FP24000464 Date of Analysis / 22-02-2024
AnHanuTuueckuii otueT Ne JlaTa aHanu3sa

Date of Manufacture / 02/2024 Date of Expiry / 01/2027

JlaTa npon3BoACTBa I'oneH no

Analysis performed according ND / Ananus nposenen mo HJI: TI N013283/01 dt 13.07.2023 /
IT1N013283/01 ot 13.07.2023

5 | Dissolution / PacTBopenue Unit-1/ Ta6n.-1 99% Not less than 80% (Q) of the labeled amount
- . = of  C,H,5CIN,0O;-2HCI (cetirizine
Unit-Z /Tapa1.-2 103% dihydrochloride) after 30 min. / He menee
Unit-3 / Ta6n.-3 101% 80 % (Q) oT HOMMHAIBHOI'O COAEPKAHUA
Unit-d / Tabn4 102% C, HysCIN,0O;-2HCI (ueTupusuHa
auruapoxiopua) depes 30 MuH.
Unit-5 / Tabn.-5 98%
Unit-6 / Tabn.-6 105%
6 |Related Impurities by HPLC/
PoacTBennbIe NpUMecH
Impurity A / Ilpumecs A Not detected / He oGHapy»ceHa Not more than 0.2 % / He 6onee 0,2 %
Impurity B / [Ipumecs B 0.02% /0,02% Not more than 0.2 % / He 6onee 0,2 %
Impurity C / ITpumecs C Not detected / He o6Hapy»xena Not more than 0.2 % / He 6onee 0,2 %
Impurity D / Ilpumecs D Not detected / He oGHapysena Not more than 0.2 % / He Gonee 0,2 %
Impurity E / [Ipumecs E 0.04% / 0,04% Not more than 0.2 % / He 6onee 0,2 %
Impurity F / [Ipumecs F Not detected / He o6Hapyxena Not more than 0.2 % / He 6onee 0,2 %
Any individual unidentified | 0-08%/0,08% Not more than 0.2 % / He Gonee 0,2 %
impurity / Jlrobas enuHuuHas
HeuAeHTH(pULUPOBaHHAS
nprMech
Total impurities / 0.2%/0,2% Not more than 2.0 % / He 6onee 2,0 %
CymMa nipumeceit
7 | Assay / Konn4yecTBeHHOE 10.02 mg / 10,02 mr Not less than 9.0 mg and not more than 11.0

onmpeae/JiecHue

100.2% / 100,2%

mg C, H,5CIN,0O5-2HC1 (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr 10 11,0 mr
C,,H,5CIN,0O5-2HCI (ueTnpusuHa
jquruapoxiiopun) B tabnerke (ot 90 % mo
110 % OT HOMHHAIBLHOI'O COJICPIKAHU).

Remarks : The Product confirms to ND/
Ipumeuanue: [TponykT cooTeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHA TH3IA

Product : Cetrine film-coated tablets 10 mg
[poayxkt: Llerpus, rafierku, MOKPLITHIE NIeHOUHO# 060104KO#, 10 Mr

Batch No / :  B2400423 Batch Quanlity / : 955.000KG/

Cepus No O6HeM CepHu 955,000 K1’ |
Analytical Report No / 1 2002FP24000464 Date of Analysis / o 22-02-2024

AnanutyHyeckuid otuer Ne JlaTa aHanu3a

Date of Manulacture / : 02/2024 Datc of Expiry / ¢ 01/2027

JlaTta npousBojcTBa ["'ogen no

Analysis performed according ND / Ananus nposezen o HJT: TIN013283/01 dt 13.07.2023 /

[1N013283/01 ot 13.07.2023

8 | Subdivision of tablets / Complies as prescribed /
OIHOpPOTHOCTH MacC TPH CooTBeTCTBYET TPeOOBAHUAM
JeJIeHHH Ta0JIeTOK

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 —TpeGOBaHUsM,
ecii  He Oomee 1 enuHwuHas Macca
OTKJIOHsieTes 3a mpenenbl 85 % - 115 % ot
cpeaHen MaccChl. Ta6bnerkn He
COOTBETCTBYIOT TpeboBaHusiM, ecau Oosee
yeM | UHAMBUIyanbHAs Macca OTKNOHSETCS

OT OTHX TpedesoB  Mau, ecan 1
WHIUBUAYyalbHass Macca OTKJIOHseTcs 3a
upeneisl 75 % - 125 % ot cpeHeit Macchl.
9 |Microbiological purity* / MukpoGuoaoruyeckasi 4HcToTa*
a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / Obuwee yucno He 6onee 1000 KOE/r
a’poOHbIX MHKPOOPraHH3MOB
b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g/
moulds count / O6uiee urcno He 6onee 100 KOE/r
JIPONOKEBBIX U TUICCHEBbIX
rpubos
c) Escherichia Coli Not Applicable Shell be absent in 1 g/
OtcyTtctBue B I T
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: Ipoaykr coorseTcTBYeT TpeboBanusM HJL 3akmwouenune: OJIOBPEHO
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CERITTFICATE OF ANALYSIS

CEPTUDPUKAT AHA.TN3A

Product : Cetrine film-coated tablets 10 mg
Ipomykt: Llerpui, TaGueTky, NOKPhIThe MIEHOUHON obotodkoid, 10 mr

Batch No / B2400423 Balch Quantity / : 955.000 KG/
| Cepus No O0bem cepHu 955,000 KI'

Analytical Report No / : 2002FP24000464 Date of Analysis/ 22-02-2024

Ananuruyeckuit otyer Ne HaTa ananuza

Date of Manulacture / 02/2024 Datc of Expiry / 01/2027

JlaTa npou3BoACTBA I'onen no

Analysis performed according ND / Ananus nposener no HJI: TIN013283/01 dt 13.07.2023 /
ITN013283/01 or 13.07.2023

10 tablets in PVC/PVDC//aluminum

10 tablets in PVC/PVDC//aluminum blister.

Uncontrolled Copy

10 | Packaging / YnakoBka
blister. 2 blisters and patient | 2 or 3 blisters and patient information leaflet
information leaflet in a carton. / ITo | in a carton. / Ilo 10 TaGmerox B
10 tabnerok B | [IBX/I1IBJIX//aniomunnesom Gaucrepe. [lo
[IBX/IBAX//anioMuHuesom 2 wau 3 6aKcTepa BMECTE ¢ MHCTPYKUME N0
onucrepe. [lo 2 Gaucrepa BMecCTe C | MPUMEHEHWIO  YMAKOBaHbl B TMA4Ky
WHCTPYKIIHE N0 NPUMEHEHUIO | KAPTOHHYIO.
yNaKoBaHbl B MAYKY KAPTOHHYIO.

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

12 | Storage conditions / At temperature below 25 °C. / IIpu remneparype He Bbiute 25 °C.

Xpanenue
13 | Shelf life / Cpok roanocrn 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 / [Iposooumes npouseooumenem npu 6bINycKe NEPUOOUNECKU: O
kaoicooti 20-0ii cepuu unu ne menee 1 paza 6 200. Iloxazamens modicem Gvimp e sxmioven ¢ Cepmucghuxam

ananuza Qupmbl.

Remarks ; The Product confirms to ND/
Ipumeuanue: [IpoayKT cooTBeTCTBYET Tpebopanusam HJL

Conclusion : APPROVED /
3akawuenne: OJOBPEHO
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