Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

“Product : Cetrine film-coated tablets 10 mg
| poayxT: IleTpun, TabGNETKH, MOKPLITBIEC MICHOYHOR 060104k, 10 MI

Batch No / . B2402246 Batch Quantity / : 955 KG/
Cepust Ne O6neM cepun 955 KT’ -
Analytical Report No / : 2002FP24001849 Date of Analysis / ¢ 29-07-2024 -
Ananuruyeckui orueT Ne - Jlata aHanu3a
Date of Manufacture / : 07/2024 Date of Expiry / ¢ 06/2027
Jlata npoM3BOACTBA l'ogen no

Analysis performed according ND / Auamus nposenen no HJI: TIN013283/01-130723

Ne Test / IlokasaTean Result / Pe3yabTaTsl

Specification / Hopma

1 | Description / Onncanne White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyrneie JBOSKOBBIIYKIIbIE
TaONETKH, IOKPLITHIE 1JIEHOYHOH
060104Koit Oesnoro 1BeTa, ¢ pUCKOH
Ha oAHO# cTopoHe. Ha monepeynoM
paspese aapo 6enoro nBera.

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. / Kpyruble JIBOSKOBBUIYKIIBIE
TabNeTKH, TIOKPBITHIE LJIEHOYHOMR
000109K0ii  O€IorTo MMM  IoYTH  Oenoro
I[BETa, C PUCKOH Ha ORHO# cropone. Ha
MIOTIEPEYHOM pazpese SApPo OT Oenoro o
TMOYTH OCJIOTO MBETA.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanne: [Ipoaykr coorBercTBYeT TpeboBanmsaM HJL 3axmouenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
| Tpoayxr: IeTpun, TabneTKH, DOKPHITHIE IIEHOUHON 0bon0uKo#H, 10 MT

Batch No / : B2402246 Batch Quantity / . 955 KG/
Cepus Ne | Obbem cepun 955 KI' - -
Analytical Report No / : 2002FP24001849 Date of Analysis / :29-07-2024
_AnamuTudecKui oTyer No | [laTa ajanusa _a -
Date of Manufacture / ;0772024 Date of Expiry / 1 06/2027
Jlata npou3BoaCTBa l'ogeH no -

Analysis performed according ND / Ananus npopesen o H[: I N013283/01-130723

2 | Identification. Cetirizine / Hopnunuocrs. IeTnpusun

1. HPLC/B32XX

Complies as prescribed /
CoOTBETCTBYET 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"). / Bpemsa ypepxupanusa
OCHOBHOTO  IHMKA HA  XpoMarorpaMmme
UCIIBITYEMOTO pacTBOpa JOJDKHO
COOTBETCTBOBATh BpPEMEHH  YAep KUBAHHMS
OCHOBHOTO NHKa Ha  XPOMATOrpaMMe
pacTBOpa CTaHIapTHOTO obpasua
HEeTHpU3HHA THAPOXJIOpUIA (pasnmen
«KonunyecrBeHHOE OTIpeAENEHER).

2. UV spectrophotometry /
Y ®-crektpodoTomMeTprs

Complies as prescribed /
CoOTRETCTBYET 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. / VY®-crmexTpsl
TMOMIONIEHHUSI MCHBITYEMOTO pPacTBOpa H
pacTeopa CTaHIapTHOTO obpasna
HETHPU3MHA THAPOXJIOpUAA B 0OOJACTH OT
200 mo 400 HM IOKHBI UMETH MAKCHUMYMBI
TIOTJIONICHHUS NPH OAHOW M TOM e UIHHE
BOJIHBI € JIOMMYCTHUMBIM OTKJIOHGHHEM + 2
HM.

3 | Water / Boga

2.9% wiw

Not more than 8.0 % / He Goiee 8,0 %

4 | Uniformity of dosage units /
OaHopoagHocTh
J03MPOBAHMS

29729

Acceptance value (AV) should be not more
than 15.0 / IlokazaTens nOpPHEMIAEMOCTH
(AV) nomxen 6vITh He 6onee 15,0.

Remarks : The Product confirms to ND/

IIpumeyanue: [TpoaykT cooTBETCTBYET TpeboBanuaM HJT

Conclusion : APPROVED /
3axinouenue: OJJIOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri

Page 2 of 6

Printed Date & Time (IST): 30-07-2024 16:07:14




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJTM3A

[ Product : Cetrine film-coated tablets 10 mg
Ipoaykr: Llerpun, TabieTn, HOKPhIThC micHOuHoH 06on01koi, 10 mr o
Batch No / B2402246 Batch Quantity / : 955 KG/
Cepus Ne - O6beM cepHn 955 KI' - B
Analytical Report No / 2002FP24001849 Date of Analysis / 29-07-2024
Ananutnuyeckui otuet Ne Jlara ananusa .
Date of Manufacture / 07/2024 Date of Expiry / 06/2027
Jara npoussoacTsa l'onen no |
Analysis performed according ND / Ananus nponenent no HI: TT N013283/01-130723
5 | Dissolution / PacTBopenue Unit-1 / Ta6n.-1 98% Not less than 80% (Q) of the labeled amount
— g 5 of  CyHysCIN,04-2HCI (cetirizine
UniRey (E0es 2 dihydrochloride) after 30 min. / He mcHee
Unit-3 / Ta6m.-3 98% 80 % (Q) oT HOMHMHAIBHOTO COAEPIKAHUA
Unitd / Tabn4 7% C, H,5CIN,0;-2HC1 (ueTupU3uHa
auruapoxaopun) yepes 30 Mum.
Unit-5 / Tabin.-5 101%
Unit-6 / Tabn.-6 98%
6 |Related Impurities by HPLC/
PoncTBennble IpUMecH
Impurity A / Ilpumecs A Less than Limit of Detection (LOD = | Not more than 0.2 % / He 6o1nee 0,2 %
= 0.005%) / Huxe npenena = p
Impurity B / IIpumecs B oBHapyenus (110 = 0,005%) Not more than 0.2 % / He 6onee 0,2 %
Impurity C/ IIpumecs C 0.01% / 0.01% Not more than 0.2 % / He 6onee 0,2 %
Impurity D / [Ipumecs D Not detected / He oGHapyxeHa Not more than 0.2 % / He 6onee 0,2 %
Impurity E / ITpumecs E Not detected / 1e oBnapyskeHa Not more than 0.2 % / He 6onee 0,2 %
Impurity F / [Ipumecs F 0.03% / 0.03% Not more than 0.2 % / He 6onee 0,2 %
Any .individual unidentified |} o5 than Limit of Detection (LOD = Not more than 0.2 % / He 6o7ee 0,2 %
impurity / Jliobas emuHuuHAas | o] 5%) / Huxe npefena
HeHIEeHTHUIMPOBANHAS o6uapyxenus (110 = 0,015%)
MPUMECh
0.08% / 0,08%
Total impurities / 0.2%/0,2% Not more than 2.0 % / He 6onee 2,0 %
CymMa npumecer
7 | Assay / KosinyecTBeHHOe 10.07 mg / 10,07 mr Not less than 9.0 mg and not more than 11.0
onpenejienne " o mg C,1H,5CIN,0;-2HCI (cetirizine
100 el YOOR dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr o 11,0 mr
C, H,5CIN,0,-2HCI (ueTHpH3NHA
muruapoxaopun) B tabnerke (ot 90 % jno
110 % oT HOMMHATILHOI'O COAECPKAHHUS).

Remarks : The Product confirms to ND/
IIpumeuanue: IIpojykr cooTBeTcTBYET TpeboanuaM HJL

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

WI-GLOB-QA-0669-2.0
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Printed Date & Time (IST):
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Uncontrolled Copy

Product : Cetrine film-coated tablets 10 mg
Hposayxr: Lierpun, Tabierku, NOKpLITHIE MiIenouoi 060n0'koi, 10 mr

CERTIFICATE OF ANALYSIS

CEPTHOHMKAT AHAJTH3A

Batch No / B2402246 Batch Quantity / : 955 KG/ o
| Cepust Ne O6BneM cepun - 955 KI” -

Analytical Report No / 2002FP24001849 Date of Analysis / 29-07-2024

Anajgurnucckuii oryet No Hara ananusa ]

Date of Manufacture / 07/2024 Date of Expiry / 06/2027

Jlata npou3BOACTBA T'open jno ]

Analysis petformed according ND / Aﬁan_m_npOBeneH no I1JT: TI N013283/01-130723

8

Subdivision of tablets /
OanopoaHocTh Mace MPH
JeJIeHUH TabJIeToK

Complies as prescribed /
CootsercTBYyeT 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. /
TabneTK COOTBETCTBYIOT  TpeOGOBAHUAM,
ecniu  He ©Oonee | enuHMumas Macca
OTKJIOHsIETCSA 3a Tipesiensl 85 % - 115 % ot
cpenHel MacChl. Tabnerkn He
COOTBETCTBYIOT TpebGOBaHMsIM, eciu Gonee
yeM | MHIMBHIYyaIbHAS MACCa OTKIIOHIETCS
OT D3THX TMpejesioB WM, ecad |
WHAMBHAYyadbHAs Macca OTKJIOHSAETCS 3a
npenenst 75 % - 125 % o1 cpennelt Macchl.

Microbiological purity* / MukpoGuosornieckas 4ucTora*

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / O01ee uucio He 6oiree 1000 KOE/r
a3pOOHBIX MUKPOOPTaHU3MOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g /
moulds count / O6uiee yucno He Gonee 100 KOE/r
JIPOMOKEBBIX W IJIECHEBBIX

rpruboB

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

OrcyrctBue 8 1 1

Remarks : The Product confirms to ND/
ITpumeyanne: IIponykr coorBercTByeT TpeboranmsM HJI

Conclusion : APPROVED /
Zaxawuenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg

Iposyxr: Ierpun, TaGneri, NOKPHITbIE MIEHOUHOH 000104KOf, 10 Mr

Batch No / B2402246 Batch Quantity / : 955 KG/
_Cepus No - O6beM cepun 955 KT' B -
Analytical Report No / 2002FP24001849 Date of Analysis / 29-07-2024
Ananuruyeckuii oryet Ne Jata ananusa
Date of Manufacture / 07/2024 Date of Expiry / 06/2027
JlaTa npouspoucrsa T'opel no

Analysis performed according ND / Anayus nposcjct no HJI: TTN013283/01-130723

S

10 | Packaging / Ynakoska

10 tablets in PVC/PVDC//aluminum
blister. 3 Dblisters and patient
information leaflet in a carton. / Ilo
10 Ta0JIETOK B
TIBX/TIBJ1X//antoMHHHEBOM
6nmuctepe. Ilo 3 Gaucrepa BMecTe ¢
HHCTPYKI(HENl MO  NPUMEHEHHIO
YIIAKOBAHEI B TAYKy KapTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Ilo 10 Tabmetox B
[IBX/TIBIX//amomuHneBOM Grnuctepe. [lo
2 unu 3 6aucTepa BMECTE € MHCTPYKUMEH 110
OPUMEHEHVI0  YIIAKOBaHbl B IIA4Ky
KapTOHHYIO.

11 | Labeling / MapkupoBka

According to ND / B coorsercteun ¢ HJI

12 | Storage conditions /
XpaHeHue

At temperature below 25 °C. / IIpu temnepatype ne Beiue 25 °C.

13 | Shelf life / Cpox roanocTn

3 years/ 3 roma

ananuza gupmol.

Uncontrolled Copy

*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 / IIposodumes npouszgooumenem npu 8bINYCKe NepUoOUYECK. OnA
Kaocoot 20-01i cepuu unu ne menee 1 pasa ¢ 200. loxazamenv modcem 6vime He gkmoyen 8 Cepmughuxam

Remarks : The Product confirms to ND/
IMpumeuanne: IIponykr coorsercTByeT TpeboBanmsaM HJI

Conclusion : APPROVED /
3axaruenne: OJJOGPEHO
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