Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg
[MpoayxT: LleTpwH, TabNeTKH, MOKPLITHIE TUIEHOYHOW 060104K0#, 10 MI

Batch No / B2402596 Batch Quantity / : 955KG/
Cepus Ne O6BeM cepnn 955 KT
Analytical Report No / 2002FP24001988 Date of Analysis / : 30-08-2024

AnHamutnueckuif otuet No

Jlara ananmsa

Date of Manufacture /
Jlata npon3BoACTBa

07/2024 Date of Expiry / ¢ 06/2027

ToneH no

Analysis performed according ND / Ananuz nposenes no H/I: TT N013283/01-130723

Ne

Test / [Toka3zaTean

Result / PesyabnTaTtht

Specification / Hopma

1

Description / Onucanue

White colored, round, biconvex film- | White or off-white colored, round, biconvex

coated tablets with a break line on

film-coated tablets with a break line on one

one side. White core on cross section. | side. White to off-white core on cross

/ Kpyritble JBOSKOBBITYKIIBIE
TabNeTKH, MOKPHITEIE TUIEHOYHOH

section. / Kpyrnsle ABOSKOBBINMYKNbIE
TabneTku, TTOKPBITHIE TIIEHOYHO

obonoukoit 6emoro 1uBeTa, ¢ puckoit | oboyloukoit Oenoro WM NOYTH  HENoOro
Ha ogHoO# cropoHe. Ha monepeunom | uera, ¢ puckoil Ha ofHoH cropoHe. Ha

paspese Anpo Genoro ngeTa.

MOMEpEYHOM paspe3€ aAp0 OT Gemoro Jo
noutn Genoro uBeTa.

Remarks : The Product confirms to ND/
ITpumeuanue: [IponykT cooTBeTcTBYeT TpeboBaHusiM HJ{

Conclusion : APPROVED /
3axkauenue: OJIOGPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg
[Tpoxnykr: LeTtpnH, TabiaeTku, NOKPHITLIE IEHOYHOMH 000104K0H, 10 MT

Batch No / B2402596 Batch Quantity / : 955 KG/
Cepus Ne O06BeM cepun 955 KI'
Analytical Report No / 2002FP24001988 Date of Analysis / : 30-08-2024
AHaTATHYEeCKHH oTdeT No JlaTa aHanmm3a

Date of Manufacture / 07/2024 Date of Expiry / : o 06/2027
Jlata mpon3BoNCTRa loneH 1o

Analysis performed according ND / Ananus nposenen no HJI: T1 N013283/01-130723

2 | Identification. Cetirizine / IoganuuocTs. LleTHpuzun

1. HPLC/BD3XX

Complies as prescribed /
CootBetrcTBYET TpeOOBAHMAM

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 ymepxuBaHns
OCHOBHOTO THKa Ha XpoMmaTorpamme
HCTIBITYEMOTO pacTBopa JOJDKHO
COOTBETCTBOBATL BpPEMEHW YAepKUBaHHS
OCHOBHOTO MHMKa Ha  XpOMaTrorpamMMe
pacTBopa CTaHIAPTHOTO obpasua
UEeTHPV3NHA THApOXIOpHIa (paszmen
«KonnuecTBeHHOE ONpeNeTIeHHEN).

2. UV spectrophotometry /
Y®-cnektpodoromMeTpus

Complies as prescribed /
CoortBeTcTByeT TpeGoBaHUAM

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 42 nm. / VY®-cnekrpsl
TIOTJIOWEHNS WCIIBITYEMOTO pacTBopa |
pacTBopa CTaHIAPTHOTO obpasua
LUEeTHPU3NHA TUAPOXTOpUia B obJacTu oOT
200 no 400 HM NOMKXHBl UMETH MaKCUMYMBI
TIOTJIOWEHNS TIPU OJHON W TOW Xe JUTHHE
BOJIHBI 'C JIOMYCTUMBIM OTKIIOHEHHEM + 2
HM.

3 | Water / Boaa

3.1% w/w/3,1%

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

4 | Uniformity of dosage units /
OaHopoaIHOCTH
JA03HPOBaHUA

3.8/3,8

Acceptance value (AV) should be not more
than 15.0 / Tlokasarenb nNpUEMIIEMOCTH
(AV) nomxen 6bITh He Gonee 15,0.

Remarks : The Product confirms to ND/
Ipumeuanne: [Tponykt cooTBeTcTBYET Tpebosanusm HJI

Conclusion : APPROVED /
3akmrouenne: OJJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri

Page 2 of 6
Printed Date & Ti

me (IST): 31-08-2024 20:12:28




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg
[Iponykt: LleTpuH, TabIeTKH, MOKPBITHIE MIEHOYHONW 060704KOM, 10 MI

Batch No / B2402596 Batch Quantity / : 955KG/
Cepust Ne O6neM cepun 955 KT’
Analytical Report No / 2002FP24001988 Date of Analysis / 30-08-2024
AHamTUTHYECKNiT oTueT Ne JlaTa aHanmu3a

Date of Manufacture / 07/2024 Date of Expiry / 06/2027
Iara nponsBoacTea Tonen 1o

Analysis performed according ND / Ananu3 nposeaen no HJI: TT N013283/01-130723

5 | Dissolution / PacTropenne

Unit-1/ Ta6n.-1 102%
Unit-2 / Tabm.-2 102%
Unit-3 / Ta6n.-3 101%
Unit-4 / Ta6n.-4 98%
Unit-5 / Ta6mn.-5 101%
Unit-6 / Tabmn.-6 99%

Not less than 80% (Q) of the labeled amount
of C21H25C1N203'2HC1 (CetiriZine
dihydrochloride) after 30 min. / He menee
80 % (Q) oT HOMHHAIBHOTO COAEpPXKaHUS
C,,H,5sCIN,O3-2HCI (uetnpnsnna
nuruapoxnopun) yepes 30 MUH.

6 |Related Impurities by HPLC/

PoacTBeHHbIE MpUMECH

Impurity A / TTpumecs A

Impurity B / [Tpumecs B

Impurity C / ITpumecs C

Impurity D / TTpumecs D

Impurity E / TTpumecs E

Impurity F / TTpumecs F

Any individual

HeHIeHTUhULUPOBAHHAS
TpUMech

unidentified
impurity / Jliobas enuHWYHas

Less than Limit of Detection (LOD =
0.005%) / Huzxe npenena
obHapysxeHnus (ITO = 0,005%)

0.03%/0,03%

Not detected / He oGHapy>keHa

Not detected / He obHapyxkeHa
Less than LOQ (LOQ = 0.023%) /

Huxe mpenerna KoNMIeCTBEHHOTO
onpenenexus (ITKO = 0,023%)

Less than Limit of Detection (LOD =
0.015%) / Huke mpenena
o6Hapyxenus (110 = 0,015%)

0.07%/0,07%

Not more than 0.2 % / He 6onee 0,2 %

Not more than 0.2 % / He 6onee 0,2 %

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

Not more than 0.2 % / He 6onee 0,2 %

Not more than 0.2 % / He 6onee 0,2 %

Not more than 0.2 % / He 6onee 0,2 %

Not more than 0.2 % / He 6onee 0,2 %

Total impurities /
CymmMma npuMecei

0.1%/0,1%

Not more than 2.0 % / He 6omee 2,0 %

7 | Assay / KonnuecTBeHnoe
onpejgejieHue

9.99 mg /9,99 mr
99.9% /99,9%

Not less than 9.0 mg and not more than 11.0
mg C51H,5CIN,0O5-2HCI (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr mo 11,0 mr
C,1H,5CIN,O5-2HCI (ueTHpuznHa
qurunpoxnopun) B tadnerke (or 90 % no
110 % OT HOMWHAIIBHOTO COZlepKaHMs).

Remarks : The Product confirms to ND/
Ipumeuanme: [Tpoaykr coorercTBYeT Tpebopanusm HJI

Conclusion : APPROVED /
3axarouenune: OJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri

Page 3 of 6

Printed Date & Time (IST):

31-08-2024 20:12:28




Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg
Tponykr: LleTpuH, TabIeTKH, MOKPLITbIC MIEHOYHOM 060m0uKOoM, 10 MI

Batch No / : B2402596 Batch Quantity / : 955 KG/
Cepus Ne O6beM cepun 955 KI'
Analytical Report No / : 2002FP24001988 Date of Analysis / : 30-08-2024
AHaTUTU4eCcKuit oTyeT No Jara ananmza

Date of Manufacture / 1 07/2024 Date of Expiry / 1 06/2027
JlaTa npon3BoxcTea I"onew 1o

Analysis performed according ND / Ananu3s nposenen o HJI: TT N013283/01-130723

8 | Subdivision of tablets / Complies as prescribed / The tablets comply with the test, if not more
OaHopoaHoOCTh Mace NpH CoorgeTcTByeT TpeOOBaHUIM than 1 individual mass is outside the limits
JeJIeHUM TalJ1eToK 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. /
TabneTkn  COOTBETCTBYIOT TpPeOOBaHUSM,
ecoim He Oonee 1 exwHWYHas Macca
OTKIIOHsAeTcs 3a npenensl 85 % - 115 % or
cpenHen Macchbl. Tabnerkn HE
COOTBETCTBYIOT TpeOoBaHMAM, ecnu Gonee
YyeM | WHAWBHUAyaJTbHAS Macca OTKIIOHSETCs
OT 3TUX TINpedenoB uny, ecnd 1
WHOUBMOYaNbHass Macca OTKIIOHAETCS 3a
npegensl 75 % - 125 % ot cpenHel Macchl.

9 |Microbiological purity* / Mukpoouoaoruueckas YUHcTOTa*

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g/
Count / O6uree oo He 6onee 1000 KOE/r
a3pOOHBIX MUKPOOPTaHU3MOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g /
moulds count / O6iee qucto He 6onee 100 KOE/T
IPOXIKEBBIX U MIECHEBBIX

rpuboB

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

OtcyrctBue B I T

Remarks : The Product confirms to ND/ Conclusion : APPROVED/
IIpumeyanne: TpoaykT cooTBETCTBYET TpeboBaHusM HJI 3aknwuenue: OJJIOBPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg
IponykTt: LleTprH, TabneTky, MOKPHLITHIE TIEHOYHOH 060n04koi, 10 Mr

Batch No / B2402596 Batch Quantity / : 955 KG/
Cepus Ne O6beM ceprn 955 KT’
Analytical Report No / 2002FP24001988 Date of Analysis / 30-08-2024
AHanmuTHdecknii otueT No JaTta ananmza

Date of Manufacture / 07/2024 Date of Expiry / 06/2027
Jlata mpou3poacTea T"open mo

Analysis performed according ND / Ananuz npogened no HJI: TT N013283/01-130723

10

Packaging / Ynakoska

10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient
information leaflet in a carton. / Ilo
10 TabIeToK B
TBX/TIBJIX//anroMuneBOM
onucrepe. Ilo 3 Gnucrepa BMecTe C
WHCTPYKIME!l [0  TIpUMEHEHWIO
yNaKOBaHb! B TIa4Ky KapTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Ilo 10 Tabnerok B
TMBX/TIBJAX//anfomnnuesom daucrepe. Ilo
2 v 3 GnwcTepa BMeCTe ¢ MHCTPYKIHEH Mo
NpUMEeHeHW0  yNakoBaHbl B Iadky
KapTOHHYIO.

11 | Labeling / MapkupoBka According to ND / B cootBercTBUM ¢ HJI

12 | Storage conditions / At temperature below 25 °C. / TIpu Temneparype He Boilue 25 °C.
Xpanenne

13 | Shelf life / Cpok roanocTu 3 years / 3 roga

*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 npousgodumenem npu bInycke NepuoOuecKu. O/
kagicoot 20-01 cepuu unu He menee 1 pasa e 200. IToxazamens modcem 6uimu He exniover ¢ Cepmughuxam

ananusa gupmel.

Remarks : The Product confirms to ND/
ITpumeuanne: ITpoaykrt cooTBercTBYET TpeboBauusm HJ

Conclusion : APPROVED /
Jaximouenue: OJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri
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Printed Date & Time (IST):
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