Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg

| Tlponykr: Llerpun, Tabnericn, NOKphIThIE NaeHO4HON 060noukow, 10 mr

Batch No / B2400015 Batch Quantity / : 955.000 KG/
Cepus Ne Ob6bem cepuu 955,000 KI'
Analytical Report No / 2002FP24000024 Date of Analysis / 10-01-2024
Ananurnieckuii otyer Ne Hara ananusza

Date of Manufacture / 12/2023 Date of Expiry / 11/2026
JlaTa npouzBoacTea Tonen o

IINO013283/01 or 13.07.2023

Analysis performed according ND / Ananns nposeaen no HJI: TIN013283/01 dt 13.07.2023 /

Ne Test / Ilokaszarean

Result / PezyabTaTni

Specification / Hopma

1 | Description / Onucanue

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyribie TBOSKOBRINYKIThIE
TabJIETKH, TIOKPBITHIE TINICHOYHOH
o0onouxoii Oenoro ugera, ¢ pucKon
Ha oHo# cTopoHe. [la nonepeurom
paspese aapo Genoro LpeTa.

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. / Kpyrmele JIBOAKOBBINYKITbIE
TabJIeTKH, MIOKpPBIThIE IUIEHOYHOM
obonoukoit Genoro wam  nourd 6eaoro
LBCTA, C PHUCKOW Ha OAHON cropoue. lla
noriepeuHoM paspese 24po ot Genoro Ao
nouTH GENoro LBeTa,

Remarks : The Product confirms to ND/

IIpumeuanue: Ilponykt cootpercTByeT TpeboBanmsam HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATTH3A

Product : Celrine film-coated tablets 10 mg
TMpoaykT: IeTpuH, TabaeTKu, NOKPhIThie NIEHOUHOH 060n04Kol, 10 Mr

Batch No / : B2400015 Batch Quantity / : 955.000 KG/
Cepns Ne Ob6bem cepuu 955,000 KI"
Analytical Report No / - 2002FP24000024 Date of Analysis / : 10-01-2024
Ananutudeckui order Ne JlaTta ananu3a

Date of Manufacture / . 1272023 Date of Expiry / o 1172026
Jara npousBoAcTBa T'oaeH o

Analysis performed according ND / Ananus nposeaen no HJI: TIN013283/01 dt 13.07.2023 /

I1N013283/01 ot 13.07.2023

2 | Identification. Cetirizine / Jopunnocts, HeTHpusuu

1. HPLC/B3XX

Complies as prescribed /
CootseTcTBYET 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 ypnepicupaiius
OCHOBHOIO ~MMKAa Ha  XpoOMarorpamme
MCTIBITYEMOTO pacTtBopa JIOJIKHO
COOTBETCTBOBATE BPEMEHH  YAEp)KUBaHHA
OCHOBHOTO NHKAa Ha  XpOMAaTOrpaMMe
pacreopa CTaHAAPTHOTO obpasua
LETUPH3HHA ruapoxaopuaa (pasnen
«KonmuecTBEHHOE ONIPENCICHUEY ).

2. UV spectrophotometry /
VO-crieKTpohoTOMeTpIs

Complies as prescribed /
CootrercrByeT 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®d-cnekrpsl
[OIJIOMIEHK HCIBITYEMOTO pacTBopa H
pacTBopa CTaHAAPTHOrO obpaszia
LETHPHU3UHA THUAPOXIOpHIa B 00IacTd OT
200 no 400 HM A0/MKHBI UMETb MAKCUMYMbI
MOrNIOMWIEHUS MPU OAHOW M TOH K& MJIHHE
BOJIHEI C AONYCTHMBIM OTKJIOHEHMEM = 2
HM.

3 | Water / Boaa

2.9% wiw /2,9%

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

4 | Uniformity of dosage units /
OaHopoaHocTh
JAO3HPOBAHMA

47174,7

Acceptance value (AV) should be not more
than 15.0 / [loxazarens NpPHEMIEMOCTH
(AV) nomxen ObiTh He Gonee 15,0.

Remarlks : The Product confirms to ND/

IIpumeuanue: [Ipoaykr coorBeTcTBYET Tpebopanuam HJY

Conclusion : APPROVED /
3akmovyenune: OJOBPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIHU3A

Product : Cetrine film-coated tablets 10 mg
| Iposykr: Lerpuu, TabneTki, HOKPhIThIE JIEHOUHOH 000M10UKO,

10 mr

Batch No / B2400015 Batch Quantity / 955.000 KG /
Cepus Ne O6beM cepru 955,000 KI'
Analytical Report No / 2002FP24000024 Date of Analysis / 10-01-2024
Ananutndeckuii otdeT Ne JlaTa ananu3a
Date of Manufacture / 12/2023 Date of Expiry / 11/2026

| Jlata npounsBoucIsa Tojen a0

Analysis performed according ND / Ananns nposeaen no HII; TTN013283/01 dt 13.07.2023 /
11N013283/01 ot 13.07.2023

onpeae/icnue

100.0% /100,0%

5 | Dissolution / PacTeopenne Unit-1/ Tabn.-1 100% Not less than 80% (Q) of the labeled amount
= 0 of C21 H25 C1N203 -2HC1 (cetirizine
Unit-2/Tabn.-2 102% dihydrochloride) after 30 min. / He menee
Unit-3 / Ta6n.-3 100% 80 % (Q) oT HOMMHANLHOTrO copepxkaHus
Unit-4/ Ta6n.-4 104% | caHsCINOy2HCL (nerapusisia
Juruapoxiiopun) yepes 30 MuH,
Unit-5/ Tabn.-5 100%
Unit-6 / Tabn.-6 102%
6 |Related Impurities by HPLC/
PoacTBeHHbIE IPUMeECH
Impurity A / [Tpumecs A Not detected / He oGHapy>xeHa Not more than 0.2 % / He Gosiee 0,2 %
Impurity B / [Ipumecs B Not detected / He obnapyKeHa Not more than 0.2 % / He 6onee 0,2 %
Impurity C / Tlpumecs C Less than LOQ (LOQ = 0.017%) / Not more than 0.2 % / He 6onee 0,2 %
Impurity D / TTpumecs D ?ﬁ;;i?;;?ﬁ(ggzeg? le,l;;gm Not more than 0.2 % / He 6onee 0,2 %
Impurity E / [1pumecs E Not detected / He oGHapyena Not more than 0.2 % / He 6osee 0,2 %
Impurity F / TIpumecs F 0.04% / 0.04% Not more than 0.2 % / He Gonee 0,2 %
Any individual unidentified | [ coq than Limit of Detection (LOD = Not more than 0.2 % / He Gostee 0,2 %
impurity / Jlrobas epuHuuHas 0.015%) / Huxe npenena
HeHISHTHHIUPOBAHHAS o6napyxenus (ITO = 0,015%)
NpHMeCh
0.07%/0,07%
Total impurities / 0.1%/0,1% Not more than 2.0 % / He Goaee 2,0 %
CyMmMa npumeceii
7 | Assay / Konuuecrsennoe 10.00 mg / 10,00 mr 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 ao 11,0 mr
C,1Hy5CIN,O5-2HCI (uetupusuna
nuruapoxyiopun) B Tabnerke (ot 90 % mo
110 % OT HOMHHAJIEHOTO COAMEPIKAHMS).

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipoaykr coorBeTcTByeT TpeboBanusam HJ{

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy
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Printed Date & Time (IST):
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHANN3A

Product : Cetrine film-coated Lablets 10 mg

[ponykr: LeTpuH, TabaeTKU, NOKPLITbIE NJIEHOHHOH 060104KO#, 10 Mr

Batch No / B2400015 Batch Quantity / : 955.000 KG/
Cepusn No Obbem cepuu 955,000 KT"
Analytical Report No / 2002FP24000024 Date of Analysis / 10-01-2024
AnanutHdecKkuii oTdyeT Ne JlaTa aHanuza

Date of Manufacture / 12/2023 Date of Expiry / 11/2026
JlaTa npouzBoaCTBa ToneH 1o

Analysis performed according NI / Auanusz nporenen no HJT: TTNO13283/01 dt 13.07.2023 /

ITN013283/01 ot 13.07.2023

8 | Subdivision of tablets /
OnpuopogHoeTh Mace NMpH

aeJIeHuM Ta0JIeToK

CooTBeTcTBYET TpeOOBaHMIM

Complies as prescribed /

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, il 1 individual mass is outside the limits
of 75 % to 125 % of the average mass. /
TabneTku  COOTBETCTBYHOT — TpeGoBaHUsAM,
ecni He Gomee 1  eamHuuHas  macca
OTKIIOHAETCA 3a Tpeaensl 85 % - 115 % ot
cpenHeit MAacChl. Tabmerku HE
COOTBETCTBYIOT TpeboBaHUuaM, eciau Oosee
ueM | MHAMBUAYaNbHAS Macca OTKIOHAETCS
OT 3THX NpejesioB  wiv, ecau 1
HHIUBUAyaJbHasi Macca OTKIIOHSETCS 34
npenensl 75 % - 125 % oT cpenueit Macchl.

Microbiological purity* / MukpoGuoJjioruyeckas YucTora*

a) Total Aerobic Microbial
Count / O61ee guciio
a’poOHbIX MUKPOOPraHU3MOB

Less than 10 CFU/g /
Menee 10 KOE/r

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

b) Total Combined Yeast and
moulds count / OOuee uncno
JPOHOKEBBIX W THIECHEBbIX
rpu6os

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

¢) Escherichia Coli

Absentin 1 g/
OrcytcTByer B 1 1

Shell be absentin 1 g/
OtcytcrBUEe B 1 T

Remarlks : The Product confirms to ND/

Npumeuanne: [Iponykt coorseTcTBYeT Tpeboparnusam HJL

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy

Page 4 of 6

Printed Date & Time (IST):

12-01-2024 16:45:42




CERTIFICATE OF ANALYSIS

CEPTUPHKAT AHAJ3A

Product : Cetrine film-coated tablets 10 mg
| [posyxr: Hetpuu, TabneTku, NOKPLITHIC NACHOYHOH 00010UKOH, 10 mr

Batch No / B2400015 Batch Quantity / : 955.000 KG/
Cepus Ne O6beM cepuu 955.000 KT’
Analytical Report No / 2002FP24000024 Date of Analysis / 10-01-2024
Ananurideckuii otueT Ne JlaTa aHanu3a
Date of Manufacture / 12/2023 Date of Expiry / 11/2026

| Jlara npousBoiCTBa Tosen ao

Analysis performed according ND / Ananns nposeact no HJI: TIN013283/01 dt 13.07.2023 /
T1N013283/01 or 13.07.2023

10

Packaging / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 2  blisters and patient
information leaflet in a carton. / TTo
10 TabneTok B
[BX/I1BJIX//antoMuHueBOM
6nucrepe. [lo 2 Gmucrepa BMecTe ¢
MHCTPYKUMCH [0 NMpPHMENEIHIO
yNaKOBaHbI B Ma4Ky KapTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Ilo 10 Ttabnerox B
TBX/TIBIX//antomuureBom 6aucrepe. o
2 wiy 3 6nMcTepa BMeCTe ¢ MHCTPYKIMEH 10
NPUMEHEHUIO ~ YIAKOBaHBI B IAYKY
KAPTOHHYHO.

Uncontrolled Copy

11 | Labeling / MapxupoBka According to ND / B cooreetcTeun ¢ H/J

12 | Storage conditions / At temperature below 25 °C. / Tlpu temneparype He Bbiue 25 °C.
Xpaunenue

13 | Shelf life / Cpox rognocrTn 3 years /3 roga

*Test is performed periodically with the interval of 1 from 20 batches, or af least once a year. The test can
be absent in the Certificate of Analysis / [Iposodumcs npousgoouInenem npu GbINycre NepuoOUIeCKu. ons
kancooii 20-0ii cepuu unu ne menee 1 pasa 6 200. Ilokasamens moxcem Goime ne gxuioven ¢ Cepnudpuxam

ananuza gupmeL,

Remarks : The Product confirms to ND/
INpumeuanne: [Iponykr coorsercrByeT TpeboBanmam HJ

Conclusion : APPROVED /
3axaouenne: OJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy
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Uncontrolled Copy

ELECTRONIC SIGNATURES

Dr.Reddy’s Q¢

B2400015

Title

Document No. | QUA-FT02-2930

! Approved Date
- Version - 1.0, CURRENT op

12-Jan-2024
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