Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUGHKAT AHAJTHU3A

 Product : Cetrine film-coated tablets 10 mg

[poaykr: LleTpun, Tab1eTKH, TOKPEITEIE TUIEHOYHOH 0007104K0#, 10 MI

Batch No/ B2400739 Batch Quantity / 1 955.000KG /
Cepus Ne - - O65eM cepun 955,000KT" -
Analytical Report No / 2002FP24000767 Date of Analysis / 27-03-2024

| AmaymmTHaeckuii oTdeT No - | Jara amanu3za B B
Date of Manufacture / i 03/2024 Date of Expiry / 02/2027
Jarta nmpousBojcTBa Tonen no o S
Analysis performed according ND / Ananus nposener mo HJI: IT N013283/01-130723
Ne Test / Iloxa3aTenn Result / Pe3yasTaThl Specification / Hopma

1 | Description / Onucann

(7

White colored, round, biconvex film-
coated tablets with a break line on

one side. White core on cross section.

/ KpyTiiie IBOAKOBBITYKIIBIE
Ta0JIETKH, IOKPHITHIC TIICHOYHOM
0007101K0ii 6esToro nBeTa, ¢ PUCKOH
Ha onHo# ctopore. Ha momnepeynom
pazpese aApo 6enoTo TBETA.

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. / Kpyriuele IROAKOBEIIYKIIEIC
Ta0JIeTKH, TIOKPBITHIC TUIEHOYHOH
obonoukoif OeIoro MWIH TOYTH OEJIOro
IBETa, C PHCKOH Ha ONHOM cropore. Ha
NOTIEPEYHOM pa3pe3e AIpo ot Gemoro Mo
TTOYTH OeJIOro MBETA.

2 | Identification. Cetirizine / IlopnunHocTs, IleTHpusnn

1. HPLC/B3XX

Complies as prescribed /
CootsercTByeT TpebGoBaHHAM

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 ynepxusanus
OCHOBHOTO MNHKa Ha XpOMaTOrpaMme
HCIEBITYEMOTO pacTBopa TOJDKHO
COOTBETCTBOBAT: BPEMEHH  YIEPKUBAHHS
OCHOBHOrO THMKa Ha XPOMAaTOrpamMMe
pacTBOpa CTaHAAPTHOTO obpasiia
LECTHPU3HHE  THApOXJIOpHIA (paznen
«KOoIM4eCTBEHHOE OTMPEACICHHEN).

2. UV spectrophotometry /
V®-cnektpotdoTomMeTpHs

Complies as prescribed /
CooteetcTBYyeT TpeboBaHUAM

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®-cnekrph
MOTJOMECHHA KCIBITYEMOTO pacTBopa H
pacrtsopa CTaHJapTHOTO oOpazma
OETHpU3HHA THAPOXJIOpHAA B o6GNacTH oT
200 no 400 HM JIOIDKHEI MIMETH MAKCHMYMEI
MOTVIONICHHS TIpM OXHOM u TOM X JymHe
BOJHEI ¢ JAOMYCTHMBIM OTKJIOHEHHEM + 2
HM.

3 | Water / Boaga

2.7% wiw / 2,7%

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

Remarks : The Product confirms to ND/

IMpumevanne: Ipoaykr cooTBeTcTRYET Tpeboparmsam HJL

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Ajay Kumar

Page 1 of 5

Printed Date & Time (IST):

28-03-2024 20:06:56




Uncontrolled Copy

Product : Cetrine film-coated tablets 10 mg

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIHU3A

Tpoayxr: LleTpun, TaONETKH, IOKPEITHIE INICHOYHOH 060104K0#H, 10 MT

Batch No / B2400739 Batch Quantity / : 955.000KG /
Cepnst Ne - O0BEM cepHH 955,000KT" ]
Analytical Report No / 2002FP24000767 Date of Analysis / 27-03-2024
yt P
AHamuTHYeCKMi 0TIeT No Jlata ananusa - B
Date of Manufacture / 03/2024 Date of Expiry / 02/2027
Jlata IpoM3BOACTBE | Conen no
Analysis performed according ND / Ananus nposeaex mo HI: ITN013283/01-130723
4 | Uniformity of dosage units / - 48/4.8 Acceptance value (AV)_shBﬁTd be not more
OnHOpOAHOCTE than 15.0 / TlokasaTerb mnpueMIEMOCTH
JI03MPOBAHUS (AV) nomxen OBITE He 6onee 15,0.
5 | Dissolution / PacrBopenne Unit-1/ Tab6n.-1 100% Not less than 80% (Q) of the labeled amount
vy = Py of C21H25C1N203 -2HC1 (cetirizine
Bnic2  liabn:=2 1003 dihydrochloride) after 30 min. / He menee
Unit-3 / Ta0m.-3 99% 80 % (Q) or HOMMHAIFHOIO COAEPKAHHS
Unit-4 / Ta6m.-4 100% | CuHasCIN:052HC (neTnpusuma
‘ ' R auruapoxyiopun) uepes 30 MumH.
Unit-5 / Ta6i.-5 99%
Unit-6 / Tabn.-6 96%
6 |Related Impurities by HPLC/
PoncTBeHHDbIC MPAMECH
Impurity A / TIpumecs A Less than LOQ (LOQ = 0.019%) / Not more than 0.2 % / He Gonee 0,2 %
Impurity B / ITpumecs B ?ﬁi;:;;?:;?ﬁ;gi%cg;@}:; re Not more than 0.2 % / He 6oxee 0,2 %
Impurity C / ITpumecs C 0.01% /0.01% Not more than 0.2 % / He 6onee 0,2 %
Impurity D / IIpmamecs D Not detected / He o6Hapyxena Not more than 0.2 % / He 6omnee 0,2 %
Impurity E / IIpumecs E Not detected / ne oGnapyskena Not more than 0.2 % / He 6onee 0,2 %
Impurity F / Ilpumecs F 0.04% / 0.04% Not more than 0.2 % / He 6osee 0,2 %
Any individual unidentified | Not detected / He obHapyseHa Not more than 0.2 % / He 6oxnee 0,2 %
impurity / Jiobast eauEMIHAS '
HeHICHTHHIMPOBaHHAL 0.08% / 0,08%
TIPHUMECh
Total impurities / 02%/0,2% Not more than 2.0 % / He Gonee 2,0 %
Cymma mpuMeceit
7 | Assay / KoanuecTBennoe 10.07 mg / 10,07 mMr Not less than 9.0 mg and not more than 11.0
onpeaeeHne mg C,;H,5sCIN,O4-2HC1 (cetirizine

100.7% /100,7%

dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 Mr a0 11,0 MT
C,1H,5CIN,O5-2HCI (ucTHpH3NHA
muruapoxnopun) B tabnerke (ot 90 % mo
110 % oT HOMHHAIEHOTO COACPIKAHH).

Remarks : The Product confirms to ND/
Ipumeuanne: [IpoaykT cooTBeTcTBYET TpebopanusM HIT

Conclusion : APPROVED /
Saxmouenmne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOMUKAT AHAJTH3A

Product : Cetrine film-coated tablets 10 mg

Hpoaykr: LleTpuH, TabIeTKH, TIOKPHITEIE MIIEHOYHON 060104KO¥H, 10 M - ]

Batch No/ B2400739 Batch Quantity / 1 955.000 KG /

Cepusa Ne | ObwseM cepru 955,000 KT" |

Analytical Report No / 2002FP24000767 Date of Analysis / 27-03-2024
AmamuTHyeckuii otgeT No | JaTa ananusa

Date of Manufacture / 03/2024 Date of Expiry / 02/2027

_JaTa NpoM3BONCTRA T'onen 1o

Analysis performed according ND / Ananus nposezen no HJI: I N013283/01-130723

8 | Subdivision of tablets /
OnHOPOAHOCTL MACC IPH
nenennn Tabaerox

Complies as prescribed /
CooTBeTCTRYET TPEOOBaHHIM

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. /
Tabmerkd COOTBETCTBYIOT TpcOOBAHHAM,
ecim He Oomee 1  eauAwgHan  Macca
OTKJIOHSETCSA 32 TIpefiensl 85 % - 115 % or
cpemHci MACCHI. Tabnerxn HE
COOTBETCTRYIOT TpeOoBaHMsM, ecH Gonee
yeM | HEAMBMIyalBHAS Macca OTKJIOHHETCH
OT OSTHX TIpeAcioB WM, ecmd 1

HHAMBHAYaTBHAA Macca OTKJIOHIETCA 34
npeneist 75 % - 125 % ot cpemHeii Macch.
9 |Microbiological purity* / MuxpoGuonorn4eckasi yuerora*

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /

Count / Obmee unCITO He 6omeec 1000 KOE/r

a3p00HEIX MEUKPOOPTaHH3MOB

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

moulds count / O6mee amcIo He 6onee 100 KOE/T

JOPOMOKEBBIX U IUICCHEBBIX

rpuoB

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

OrcyrctBHE B 1 T

Remarks : The Product confirms to ND/

Ipumeuanne: IponykT cooTBeTCTBYET TpeOoBarmsaM HIL

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIH3A

“Product : Cetrine film-coated tablets 10 mg
[TpoxykT: LleTpuH, TaGIETKH, TIOKPEITEIE IJIEHOYHO# 000nouKoi, 10 Mr

Batch No/ : B2400739 Batch Quantity / 1 955.000KG /

Cepus Ne - O0Bem cepuu 955,000 KT’

Analytical Report No / : 2002FP24000767 Date of Analysis / » o 27-03-2024
ABayuTHUCCKHI oTdeT No - Jara ananmsa o |
Date of Manufacture / ¢ 03/2024 Date of Expiry / :02/2027

JlaTa IpOW3BOACTRA T'onen no

Analysis performed according ND / Axasus nposeaen mo HJI: IT N013283/01-130723

10 | Packaging / YnakoBka 10 tablets in PVC/PVDC//aluminum | 10 tablets in PVC/PVDC//aluminum blister.
blister. 3  blisters and patient | 2 or 3 blisters and patient information leaflet
information leaflet in a carton. / Ilo |in a carton. / Ilo 10 T1abmerox =B
10 TablIeToK B | IBX/TIBAX//amomMusresoM 6nuctepe. 1o
[IBX/TIB/IX//amoMHHEHEBOM 2 wm 3 GrMcTepa BMECTE C HHCTPYKUMEH 1O
6mucrepe. ITo 3 Ommcrepa BMeCTe ¢ | MDUMCHCHHIO  YMAKOBAHEI B TAUKY
HHCTPYKOMEH 10  IPHMCHCHHUIO | KAPTOHHYIO.

YIAKOBAHEI B NAYKy KapTOHHYIO.

11 | Labeling / Mapkupoeka According to ND / B cooteercTBun ¢ HJ|
12 | Storage conditions / At temperature below 25 °C. / [Ipu Temnepatype Be Biime 25 °C.
Xpanenue

13 | Shelf life / Cpox rogaocTn 3 years / 3 roma

*Test is performed periodically with the interval of I from 20 batches, or at least once a year. The test can
be absent in the Certificate of Analysis / TTpoeodumcs npousgooumenem npu 6elnycke REPUOOUYECKU.: ONA
xaoicooti 20-ot cepuu unu ne menee 1 pasa 6 200. Iloxazamenv modicem 6vims He exmoyen 6 Cepmughuxam
aHanuza QupmbL.

Uncontrolled Copy

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: IIpoAYKT COOTBETCTBYET TpeOOBarmsIM HJT 3axmrouenue: OJOBPEHO
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