CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3IA

Product : Cetrinc film-coated tablets 10 mg
| ITpomyxt: IleTpun, TabneTky, HOKPLITHIE MIEHOUHOH 060104KO0#, 10 Mr

Uncontrolled Copy

Batch No / B2401566 Batch Quantity / : 955 KG/

Cepus Ne - Ob6neM cepun 955 KI"

Analytical Report No / 2002FP24001286 Date of Analysis / 28-05-2024
Ananutuyeckuii oryer No | Jara aHanusza o]

Date of Manufacturc / 04/2024 Date of Expiry / 03/2027

Hara npon3BOACTBA Tozen oo

Analysis performed according ND / Ananu3s nposeaes no H: ITT N013283/01-130723

Ne Test / [Toka3aTeJsb Result / Pe3yabTaThl 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 TBOSIKOBBITYKIIBIE
TabJIETKH, TOKPBITHIE [NIEHOYHOH
obonoukoit 6enoro nBeTa, C pUCKOH
Ha ogHoM cTopoHe. Ha nonepeynom
paspese anpo 6enoro nsera.

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. / Kpyrabsle ABOSKOBEINYKIIBIE
TabJIeTKH, TIOKPBITHIE IUIEHOYHOM

000JIOUKOH ©enoro UMM IToyTu Oeloro
LBETA, C PUCKOM Ha OXHOI cropone. Ha
TIOIIEPEYHOM pa3pe3e SAApPo oT 6eyloro mo
mo4TH 6eNoro IBeTa.

Remarks : The Product confirms to ND/

IIpumeuanne: [IpogykT cooTBeTcTBYET TpeboBaunsaM HJJ

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

[Product : Cetrine film-coated tablets 10 mg

CEPTUOUKAT AHAJIN3A

[Ipoayxr: LleTpnn, TabaeTky, DOKPHITHIE NAEHOYHON 060504K0#, 10 Mr

Batch No / B2401566 Batch Quantity / : 955 KG/

| CepuaNe O01BeM cepru Y55 KI' -
Analytical Report No / 2002FP24001286 Date of Analysis / 28-05-2024
AHaNUTHYECKUME OTHET No Jata ananusa i s pee
Datc of Manufacture / 04/2024 Date of Expiry / 03/2027
Jara npon3BojACTBa loaen o

Analysis performed according ND / Ananus nposenes o HJI: ITN013283/01-130723

2 | Identification. Cetirizine / ITogmunnocth, IleTupusun

1. HPLC/B3OXX

Complies as prescribed /

CooTBeTcTBYeT TpeOOBaHHUIM

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 ynepxuBanus
OCHOBHOTO IIMKa HA  XpOMATOrpaMMe
UCTIBITYEMOTO pacTBopa JIOJIKHO
COOTBETCTBOBATL BPEMEHH  yHEpP>KMBaHMs
OCHOBHOTO TIHKAa HAa  XPOMATOIpaMMe
pacTBopa CTaHIAPTHOIO obpasia
LEeTHPU3HHA TAAPOXJIOpUIa (pazmen
«KonuuecTBeHHOE OLPEENEHIEY ).

2. UV spectrophotometry /
Y®-crextpodoTomMeTpus

Complies as prescribed /

CooTtBeTcTBYET TPCOOBAHUAM

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®-cuekrps
LOIJIOMIEHHS] HUCIIBITYEMOTO pacTBopa |
pacTBopa CTaHAaPTHOTO obpasna
HeTHPH3KHA THAPOXJIOpUAa B obmacta or
200 no 400 HM NOJHKHBEI UMETHh MaKCHMYMBbI
MOMJIOLIEHHsT TIPU OJHOW W TOW XKe IJIHHE
BOJIHBI C JIOMYCTHMBIM OTKJIOHCHHEM £ 2
HM.

3 | Water / Boaa

2.7%w/iw / 2,7%

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

4 | Uniformity of dosage units /
OanopoaHocTh
A03MPOBAHUS

46/4,6

Acceptance value (AV) should be not more
than 15.0 / I[lokasaTess DPHCMIIEMOCTU
(AV) nomxen 6bITh He Gosiee 15,0.

Remarks : The Product confirms to ND/

IIpumeuanue: IpoaykT cooTBeTcTBYET Tpeborarnsam HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

[ Product : Cetrine film-coated tablets 10 mg

[pomyxr: LleTpyH, Tabnerin, NOKpPhITbIE NIEHOUHON 0601104K0H, 10 Mr

Batch No / B2401566 Batch Quantity / » 955 KG/

Cepus Ne | OObeM cepun 955 KT - g
Analytical Report No / 2002FP24001286 Date of Analysis / 28-05-2024

Ananutryecknii oruet No Jlata ananusa ) |

Date of Manufacturc / 04/2024 Date of Expiry / 03/2027

JlaTa npou3BoacTBa T'onen o

Analysis performed according ND / Ananus nposenex no HJI: IT N013283/01-130723

5 | Dissolution / Pacrsopenue Unit-1/ Ta6n.-1

Unit-2 / Tabmn.-2

Unit-3 / Tabn.-3

Unit-4 / Tabn.-4

Unit-5 / Ta6n.-5

Unit-6 / Ta6mn.-6

99% Not less than 80% (Q) of the labeled amount

100% O_f C2|H25C1N203'2HC1 . (cetirizine
dihydrochloride) after 30 min. / He menee

101% 80 % (Q) oT HOMHMHAIBHOTO CcOJEPIKAHMS

100% C21H,5CIN,05-2HCL (ueTnpusnna
Juruapoxiaopun) depes 30 Mum.

100%

100%

6 |Related Impurities by HPLC/
PoacTBeHHLIE MPUMecH

Cymma npumeceit

Impurity A / Ilpumecs A Less than LOQ (LOQ =0.019%) / Not more than 0.2 % / He 6omnee 0,2 %
Impurity B / Ilpumecs B ?;;;:Ee?;:?éﬁjgiegﬁ lc ;;31‘0 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 / IIpumecs D Not detected / e o6Hapyxena Not more than 0.2 % / He 6omee 0,2 %
Impurity E / Ilpumecs E Not detected / e obapysiena Not more than 0.2 % / He 6ouiee 0,2 %
Impurity F / TIlpumecs F 0.03% / 0.03% Not more than 0.2 % / He 6onee 0,2 %
Any individual unidentified Not detected / He o6HapyieHa Not more than 0.2 % / He 6omee 0,2 %
impurity / Jlrobas enuHWuHAs

HEHJCHTHQUIMPOBAHHAS 0.07%/0,07%

NpUMECh

Total impurities / 0.2%/0,2% Not more than 2.0 % / He 6omnee 2,0 %

Assay / KosinyecTseHHoe
ompejesieHue

10.03 mg/ 10,03 mr
100.3% / 100,3%

Not less than 9.0 mg and not more than 11.0
mg C21H25C1N203'2HC1 (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr s0 11,0 mMr
C, H,5CIN,O5-2HCI (uetupuzHuHa
nurugpoxiopun) B tabsnerke (ot 90 % mo
110 % OoT HOMHHAIBLHOTO CONEPKAHUS).

Remarks : The Product confirms to ND/
IIpumMeuanue: Ilpoaykt cooTBeTCcTBYET TpeOoBauusaM HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

Product : Cetrine film-coated tablets 10 ng,_

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Ipoaykt: HerpuH, Tafnetku, NOKphITHIE NIEHOUHON 060n04KOH, 10 MT

Batch No / B2401566 Batch Quantity / : 955 KG/
 Cepua No O0BeM cepun 955K

Analytical Report No / 2002FP24001286 Date of Analysis / 28-05-2024

Ananurnyeckuii oruer No Jara ananusa

Date of Manufacturc / 04/2024 Date of Expiry / 03/2027 ==
Jlara npoM3BO/JCTBA Iomeu 0o

Analysis performed according ND / Ananus ﬁp_oseneﬂ no HJI: TI N013283/01-130723

8 | Subdivision of tablets /
OanopoaHocTh Mace MPH
aeJeHUH TabJeToK

Complies as prescribed /
CootBercTByeT TpeOOBAHHUAM

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 TpeOOBaHMSIM,
ecnd He Oomee 1 emunuuybas Macca
OTKJIOHsIETCS 3a Tipenensl 85 % - 115 % ot
cpenHen MAaCCEI. TaGnerxu He

COOTBETCTBYIOT TpeOOBaHUAM, ecnu Oolnee
yem | MHAMBHAYaNbHAs MAacCa OTKIIOHACTCS
OT OTHX TPEmeNoB  WiH, ecad 1
WHIUBUAYyaJIbHAs Macca OTKIOHAETCA 3a
npexnensl 75 % - 125 % ot cpexneit MaccsL

9 |Microbiological purity* / MukxpoOunojornyeckas 4ucTora*

moulds count / O61iee uucino
IPOMCKEBBIX M IUIECHEBBIX
rpuboB

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / O611ee 4nciio He 6osiee 1000 KOE/r
a3poOHbIX MUKPOOPTaHU3MOB

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

He 6onee 100 KOE/r

¢) Escherichia Coli

Not Applicable

Shell be absentin 1 g/
OtrcyrctBue B 1 1

Remarks : The Product confirms to ND/

IIpumeyanue: ITponykT cooTBeTCTBYET TpedopanmiM HJI

Conclusion : APPROVED /
3axaiouenne: OJJOGPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

[ Product : Cetrine film-coated tablets 10 mg
[ponykT: LleTpuy, TaBneTkH, MOKPRITHIE TTEHOUHOW 0boa0uKo#, 10 Mr

Batch No / B2401566 Batch Quantity / : 955 KG/
| Cepust No N O0beM cepun Y55 KI' i
Analytical Report No / 2002FP24001286 Date of Analysis / 28-05-2024
AnanuTruccKuil otuet Ne Jlata ananuza
Date of Manufacturc / 04/2024 Date of Expiry / 03/2027
JlaTa npon3BOACTBA I'oseH o

Analysis performed according ND / Ananns nposenen no HJI: II N013283/01-130723

10 | Packaging / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient
information leaflet in a carton. / Ilo
10 TabIeToK B
MNBX/IIBJIX//anromuHeBoM
6mucrepe. Ilo 3 Guucrepa BMecTe ¢
HHCTPYKIHEH [0  NPUMCHEHUIO
YIAKOBAHBI B [TAYKY KAPTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Ilo 10 rabmerox B
IIBX/TIBJX//amomuuneBoM 6iucrepe. Ilo
2 nim 3 6a1cTepa BMECTE C MHCTPYKIUEHN 1O
NPUMEHEHNIO  YNAKOBaHBl B MNA4Ky
KapTOHHYIO.

11 | Labeling / MapknpoBka

According to ND / B cootBerctBrn ¢ HJ|

12 | Storage conditions /
XpaHenue

At temperature below 25 °C. / Ilpu remneparype He Boiwe 25 °C,

13 | Shelf life / Cpox ronnocTu

3 years/ 3 roza

*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 / IIpoeodumca npousgooumenem npu binycke nepuoouteciu. ons
kavicoou 20-ou cepuu unu He menee 1 pasa 6 200. Iloxazamens mooicem Guimo He sxmoder ¢ Cepmuguram

ananuza upmeol.

Remarks : The Product confirms to ND/
ITpumeuanue: IIpoayxr coorBercTByeT TpeOoBanmaM HJL

Conclusion : APPROVED /
3axkmouenne: OJJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri
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