Uncontrolied Copy

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

[Product : Cetrine film-coated tablets 10 mg

Tlpopykr: LleTpuH, TabiIeTKW, NOKPLIThIC NIICHOYHOM 06004KOH, 10 Mr

Batch No / B2400421 Batch Quantity / : 955.000 KG/
Cepus Ne O0bem cepuu 955,000 KT’
Analytical Report No / 2002FP24000431 Date of Analysis / : 22-02-2024

| Ananutnueckuit otuer No JaTa ananusa
Date of Manufacturc / 02/2024 Date of Expiry / 01/2027
Hata npou3BojacTBa Tone 10

[TNO013283/01 ot 13.07.2023

Analysis performed according ND / Ananus nposenen no HJI: TI N013283/01 dt 13.07.2023 /

Ne Test / IToka3zaTenan

Result / PesyabsTaThl

Specification / Hopma

1 | Description / Onucanue

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyrnble nBOSKOBBITYK/Ible
TabeTKH, MOKPHITHIE TIEHOYHON
060smo4Koii Oenoro LBeTa, ¢ pUckoi
Ha oJiHOH cTopoHe. Ha nonepeunom
paspese aapo 6enoro 1peTa.

White or off-white colored, round, biconvex
film-coated tablets with a break line on one
side. Whitc to off-whitc core on cross
section. / Kpyrabe JIBOSIKOBBINYKILIE
TabJIEeTKH, TTOKPBITEIE TIIIEHOYHOM
000J104KOM ©Oeloro HMIM royrd Oeyloro
UBETa, C PUCKOM Ha OAHOM cTopone. Ha
noMepevyHoM paspese siApo oT 6enoro a0
noutu 6enoro uBera.

Remarks : The Product confirms to ND/

IIpumeuanne: Iponyxr coorsercrryer Tpeboranrsam HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJTM3A

Product : Cetrine film-coated tablets 10 mg
ponykrt: Lletput, TabIIETKK, NOKPLITbIE TJICHOYHO} 060104K0H, 10 Mr

Batch No / 1 B2400421 Batch Quantity / : 955.000 KG/
Cepus Ne O6bem cepuu 955,000 KT
Analytical Report No / . 2002FP24000431 Date of Analysis / 1 22-02-2024
Ananutuueckuii oryer Ne JlaTa ananusa
Date of Manufacture / ¢ 02/2024 Datc of Expiry / ¢ 0172027
| JlaTa npousBOACTBA ["oneH 1o |

ITN013283/01 ot 13.07.2023

Analysis performed according ND / Ananus nposenen no HJI: ITN013283/01 dt 13.07.2023 /

2 | Identification. Cetirizine / IlonauaHocTh. IleTHpusun

1. HPLC/BD3XX

Complies as prescribed /
CooTeeTcTBYET 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"). / Bpems ynepskuBaHus
OCHOBHOTO MNHWKAa Ha  XpoMarorpamme
UCTIBITYEMOTO pacTBopa JOJIKHO
COOTBETCTBOBATbH BPEMEHU  YAEP)KMBAHUSA
OCHOBHOTO TIHKA Ha  XpOMaTorpaMme
pacTBopa CTaHAApTHOTO obpasua
UETHPU3MHA ruapoxJopuaa (pasnen
«KonuuecrBeHHOE ONpeAeIeHUey).

2. UV spectrophotometry /
Y®-cnexrpodoTomerpus

Complies as prescribed /
CootsetcTBYET TpeOOBaHUAM

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®-cnekrpsl
NOIVIOICHKS MCIbITYEMOr0  pacTsopa U
pacTBopa CTaH/APTHOTO obpaszua
LETUpH3NHA ruapoxJopyuaa B obhactu or
200 mo 400 HM OXHBI UMETh MaKCUMYMbI
MOTJIOIIEHUS. TP OJHOM U TOW Xe JIUTMHE
BOJIHEI C JOMYCTUMBIM OTKJIOHEHMEM + 2
HM.

3 | Water / Boaa

3.6% wiw /3,6%

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

4 | Uniformity of dosage units /
OaHopoxHocTb
JA03HPOBAHHS

29729

Acceptance value (AV) should be not more
than 15.0 / IlokazaTenp HpHEMIEMOCTU
(AV) nomxen ObITE He Gonee 15,0.

Remarks : The Product confirms to ND/

IIpumeuanne: IIpoaykT coorBeTcTBYeT TpeboBanusm HJ

Conclusion : APPROVED /
3akmouenue: OJJOGPEHO

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy
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Printed Date & Time (IST): 23-02-2024 09:23:22




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg
[pomykr: LleTpun, TaGIeTKH, MOKPHITHIE 1EHOMHOA obosnoykoit, 10 mr

Batch No / B2400421 Batch Quantity / : 955.000 KG/
Cepust Ne O06beM cepum 955,000 KT"
Analytical Report No / 2002FP24000431 Date of Analysis / : 22-02-2024
AHanuTuueckuii oryet No JlaTta aHanuza

Date of Manufacture / 02/2024 Date of Expiry / 01/2027
Jara npousBojacTa I'open no

Analysis performed according ND / Ananus nposegen no HJI: TTN013283/01 dt 13.07.2023 /
11N013283/01 or 13.07.2023

5 | Dissolution / PactBopeHne Unit-1/ Ta6n.-1 99% Not less than 80% (Q) of the labeled amount
. _ P of  C;HysCIN,0O3-2HCI (cetirizine
e 2 dihydrochloride) after 30 min. / He menee
Unit-3 / Tabn.-3 99% 80 % (Q) OoT HOMMHAIBHOTO COIEpPIKAHMS
, C21H,5CIN,O5-2HC1 (ueTupuzuHa
- N 0,
Gt/ Tiab. =4 102% Juruapoxiopun) yepes 30 Mun.
Unit-5 / Tabn.-5 99%
Unit-6 / Tabn.-6 97%
6 |Related Impurities by HPLC/
PoncTBenHbIe NPUMeCH
Impurity A / Ipumecs A Not detected / He obHapyceHa Not more than 0.2 % / He 6onee 0,2 %
Impurity B / Ilpumecs B 0.03% /0,03% Not more than 0.2 % / He 6onee 0,2 %
Impurity C / ITpumecs C Not detected / ne obHapy»xeHa Not more than 0.2 % / He Gonee 0,2 %
Impurity D / [pumecs D Not detected / ne o6Hapyena Not more than 0.2 % / He 6onee 0,2 %
Impurity E / [Ipumecs E 0.04% / 0,04% Not more than 0.2 % / He 6onee 0,2 %
Impurity F / ITpumecs F Not detected / He o6HapyxeHa Not more than 0.2 % / He 6onee 0,2 %
Any individual unidentified | 0-08%/0,08% Not more than 0.2 % / He 6onee 0,2 %
impurity / Jliobas eauHu4HAs
HeugeHTHULMPOBAHHAS
fIPUMEChH
Total impurities / 0.2%/0,2% Not more than 2.0 % / He 6onee 2,0 %
Cymma npuMeceit
7 | Assay / KoauyecTBeHHOe 10.08 mg / 10,08 mr Not less than 9.0 mg and not more than 11.0

onpeaeaceHne

100.8% /100,8%

mg C,H,5CIN,05-2HCI (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr go 11,0 mr
C,H,5CIN,04-2HCI (ueTupu3uHa
nuruapoxnopun) B tabnerke (ot 90 % no
110 % OT HOMHHAITFHOTO COAEPIKAHUS).

Remarks : The Product confirms to ND/

IIpumeuanue: IIpogykr coorBercTByeT TpeboBanusm HJI

Conclusion : APPROVED /
3axuouenue: QJJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
[poxykt: Llerpun, TabaeTkn, NOKPLITEIE NJEHOYHOMH 060104KOMH, 10 MP

Batch No / . B2400421 Batch Quantity / : 955.000 KG/
Cepuist Ne O6beM cepun 955,000 KI"
Analytical Report No / : 2002FP24000431 Date of Analysis / : 22-02-2024
AnanuTuueckun otyet No Jlara aHanusa

Dale of Manufacture / o 02/2024 Date of Expiry / : 0172027
JlaTa npou3BOACTBa I'open no

Analysis performed according ND / Ananus nposeaen no HJ[: TT N013283/01 dt 13.07.2023 /

I1N013283/01 ot 13.07.2023

8 | Subdivision of tablets / Complies as prescribed /
OaHopoAHOCTHL Macc NpH CooTBeTCcTBYET TpeOOBaHUAM
JXeJIECHHH TabJIeTOK

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. /
TaGneTku COOTBETCTBYIOT —TpeGOBaHUSIM,
ecii  He Oosee 1 emuHWuHas Macca
OTKJIOHsieTes 3a npenenst 85 % - 115 % or
cpenHeit Macchl. Tabnerku HE
COOTBETCTBYIOT TpebOBaHMAM, ecinn Gonee
geM | MHAMBMyanbHAs Macca OTKIIOHSIETCs
OT 93TUX NpeAeNioB  wnu, ecin |
WHAUBHIyalbHAs Macca OTKJIOHSAeTCs 3a
npenpenbl 75 % - 125 % ot cpenneit macchl.

9 |Microbiological purity* / MukpoOuoornyeckas ayucrora*

a) Total Aerobic Microbial Not Applicable
Count / O6mee yuciio
a’poOHbIX MUKPOOPraHU3MOB

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

b) Total Combined Yeast and Not Applicable
moulds count / O6uiee yncio
JPONOKEBBIX U TUIECHEBBIX
rpubor

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

c) Escherichia Coli Not Applicable

Shell be absentin 1 g/
OtcyrctBue B 1 T

Remarks : The Product confirms to ND/
Ilpumeuanue: Ilpoayxr coorsercTByeT TpeboBanusim H/L

Conclusion : APPROVED /
Zakarouenue: OJJOBPEHO

WI-GLOB-QA-0669-2.0
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Printed By: K Narayana Swamy Printed Date & Time (IST): 23-02-2024 09:23:22




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIN3A

Product : Cetrine filin-coated tablets 1

0 mg

[poaykr: Lerpun, TabneTKn, NOKPbITbIE NICHOUHOM 06onovkoi, 10 Mr

Batch No / B2400421 Batch Quantity / : 955.000 KG/
Cepus No O6beM cepuu 955,000 KT
Analytical Report No / 2002FP24000431 Date of Analysis / : 22-02-2024
Ananuruyeckuii oTueT No Jlata aHanu3a

Date of Manufacture / 02/2024 Date of Expiry / 01/2027
JlaTa npou3BoACTBA Tonen no

Analysis performed according ND / Ananus npoeenen no HJI: ITN013283/01 dt 13.07.2023 /

[1N013283/01 ot 13.07.2023

10 | Packaging / ¥YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 2 blisters and patient
mformation leaflel in a carton. / ITo
10 TabyeToK B
IIBX/IIBIX//amoMuH1eBOM
6mmcrepe. [lo 2 Gnuctepa BMecTe ¢
MHCTPYKIMER [0  MPUMEHEHUIO
yNaxoBaHbl B Ma4Ky KapTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a caton. / Ilo 10 Tabnetok B
[IBX/TIBJIX//antomnnreBoM Gaucrepe. Ilo
2 unn 3 6ncTepa BMECTE C MHCTPYKLME 110
MPUMEHEHHIO  YMaKOBaHbl B MauKy
KapTOHHY!O.

11 | Labeling / MapkupogBka According to ND / B cooteercTRun ¢ H/I

12 | Storage conditions / At temperature below 25 °C. / TIpu remneparype He Bbiuie 25 °C,
Xpaienue

13 | Shelf life / Cpox roanoctn 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 / I[Iposooumcs npouzsooumenem npu GuINycre NepuoOUIecKu. Ois
Kaoicooti 20-0ii cepuu unu ne menee 1 paza 6 200. llokazamens modicem dvime He exnoven ¢ Cepmugpuxam

aHanuza GupmbsL.

Remarks : The Product confirms to ND/
1Ipumeuanue: [Ipoaykr cooTBeTcTByeT TpeGoBaHnsm HJL

Conclusion : APPROVED /
3axmouenne: O/IOBPEHO
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Uncontrolled Copy

ELECTRONIC SIGNATURES
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