Unoulitvnecu wupy

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIU3A

Hpojyicr: Llerpun, tabierk, H0KPhITbIe

Product : Cetrine film-coated tablets 10 mg

yieHouHoM obosioukoii, 10 mr

Batch No / - B2303500 Batch Quantity / © 955.000 KG /
| Cepust Ne O6BeM cepHH 955,000 KI"

Analytical Report No / : 2002FP23002496 Date of Analysis / . 28-10-2023

AHajuTnueckuil otyer Ne Jlara aHannza

Date of Manufacture / © o 09/2023 Date of Expiry / : 08/2026

Hata nponssoscTea 1'ozien 10

T1N013283/01 or 13.07.2023

Analysis performed according ND / Ananus nposenen no HJ: TIN013283/01 dt 13.07.2023 /

Ne Test / I[ToxkaszaTean

Result / PesyabTaTnl

Specification / Hopma

Tab

paz

1 | Description / Onucanue White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyriible ABOAKOBbBITTYK/1bIE

obonokoit 6enoro LBera, ¢ pUCKOM
Ha oaHo# cropoHe. Ha monepedHom

JICTKU, NOKPBITLIC NJIEHOYHOM

pe3€ aapo Genoro mBera.

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. / Kpyrabie aBoakoBbiyKible
TabNETKH, TIOKPBITHIE NJIEHOYHOM
obonoukol Genoro wuad  nouty 6enoro
LBETa, C PMCKOW Ha OAHONM cTopoHe. Ha
TIONepevHOM paspese iApo or Genoro o
nouru 6enoro usera.

Remarks : The Product confirms to ND/

IIpumeuanue: HpogyKT COOTBETCTBYET

Conclusion : APPROVED /
TpeboBauusM HJ 3axmouenne: OJOBPEHO

WI-GLOB-QA-0669-1.0
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uUtlivuliuvneu wupy

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
| Mpopykr: Llerpun, tabneriu, mokpuiTsie nieHoyHol obonoukoi, 10 mr

Batch No / - B2303500 Batch Quantity / : 955.000 KG /
| Cepus Ne O6peM cepun 955.000 KI'

Analytical Report No / © 2002FP23002496 Date of Analysis / : 28-10-2023

AHanuruueckuil otyeT Ne Jlara aHanmuza

Date of Manufacture / . 0972023 Date of Expiry / . 08/2026

Jlarta npous3BoJcTBa ['oneH 1o

| TTN013283/01 or 13.07.2023

Analysis performed according ND / Ananus nposeznen no HI: TTN013283/01 dt 13.07.2023 /

2 | Identification. Cetirizine / Hogmuanocts. Hernpusun

1. HPLC/B2XX Complies as prescribed /
CootBercTByeT TpebOBaHMAM

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 yaepxusanus
OCHOBHOrO TIMKA HAa  XpoMarorpamme
MCITBITYEMOrO pacTBopa JIOJDKHO
COOTBETCTBOBATb BPEMEHMW  yAepXKHBAHUS
OCHOBHOr0 TWKa Ha  Xpomarorpamme
pacTBOpa CTaHIAPTHOTO obpasna
LeTUpHU3UHA ruApoOXJIoprAaa (pasznen
«KornnuecTBeHHOE ONpeaeIeHue ).

2. UV spectrophotometry / Complies as prescribed /
V®b-criekTpohoToMeTpHs CootBercTBYET 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®d-cnekrpbl
NOIJIOIEHNS MCNBITYEMOrO  pacTBopa M
pacTBopa CTaHAAPTHOrO o0pasia
LUETUpPU3MHA TuapoxJiopyjia B obaactu or
200 o 400 HM JTOTMKHBI UMETL MAKCUMYMBEI
TIOMJIOIIeHUsl TIPU OJHOM W TOH XKe JJIuHe
BOJIHBI C JIONyCTHMBIM OTKIIOHEHHeM + 2
HM.

3 | Water / Boaa 3.4% wiw /3,4%

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

4 | Uniformity of dosage units / 16/1,6
OpnopoaHocTh
AO3HPOBAHHSA

Acceptance value (AV) should be not more
than 15.0 / [lokasarenr mpHUEMIEMOCTH
(AV) nosmxked ObITh He Gostee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanue: IIpoaykT coorseTcTBYET TpeboBanmsam HJL

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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Uliculiguiicu wupy

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
| [posnyxr: Llerpun, Tabnerkm, 10KpbiTble NNEHOUHON 060s10uKol, 10 Mr

Batch No / B2303500 Batch Quantity / : 955.000 KG /
Cepus Ne O6peM cepun 955.000 KI"
Analytical Report No / 2002FP23002496 Date of Analysis/ 28-10-2023
AnamuTuyeckuii otyet No Jlara ananusa

Date of Manufacture / 09/2023 Date of Expiry / 08/2026
Jara npou3BoncTsa I'onen 10

[T N013283/01 or 13.07.2023

Analysis performed according ND / Anannz nporesien no HJT: TIN013283/01 dt 13.07.2023 /

5 | Dissolution / PacTBopenne

Unit-1/ Taba.-1 98%
Unit-2 / Tabn.-2 98%
Unit-3 / Taba.-3 99%
Unit-4 / Taba.-4 98%
Unit-5 / Tabn.-5 99%
Unit-6 / Taba.-6 97%

Pojersenusie n pHMecH

6 |Related Impurities by HPLC/

Not less than 80% (Q) of the labeled amount
of C21H25C1N203 -2HC1 (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) oT HOMMHANLHOrO coaepsKaHus
Cz] H25 C1N203 -2HC1 (lIeTI/IpI/I?:I/IHa
auruapoxaopun) yepes 30 MuH.

Impurity A / ITpumecs A

Impurity B / Ilpumecs B

Impurity C / ITpumecs C

Impurity D / [Ipumecs D

Impurity E / IIpumecs E

Impurity F / [Tpyumecs F

Any

HeUIeHTUOUIMPOBAHHAS
NprMech

individual unidentified
impurity / Jliobas exuumuuHas

Less than Limit of Detection (LOD =

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

0.005%) / Huxe npepena
o6napyxetns (ITO = 0,005%)

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

Less than LOQ (LOQ =0.010%) /

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

Huxe npeaena KoiM4eCTBEHHOTO

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

onpenenenus (ITKO = 0,010%)

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

Less than Limit of Detection (LOD =
0.006%) / Huxe npenena

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

obnapyxenus (ITO = 0,006%)

Not detected / He oOHapy>xeHa
Not detected / He oGHapyxeHa
Not detected / He obnapyxena
0.09% / 0,09%

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

Total impurities /
Cymma npumeceit

0.2%1/0,2%

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

7 | Assay / KonnuecrBenHoe
onpeaesieHHe

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

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 1o 11,0 Mr
C,;H,5CIN,O5-2HCI (1eTupusuHa
puruapoxnaopua) B tabnerke (ot 90 % a0
110 % OT HOMHHAJTLHOIO COJIEPIKAHMA),

Remarks : The Product confirms to ND/
IIpumeuanne: [IpoaykT cooTBeTcTBYET TpeboBanmam HJL

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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UTILULILLUNEU CUPY

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg

Oponyxr: Llerpui, Tabnerku, IOKPbIThIE IVIEHOUHOH 000s104Koii, 10 Mr

Batch No / B2303500 Batch Quantity / © 955.000 KG /
| Cepus Ne O6BeM cepuu 955.000 KI'

Analytical Report No / 2002FP23002496 Date of Analysis / 28-10-2023

AHayurnyeckuii otyet No Jlara ananuza

Date of Manufacture / 09/2023 Date of Expiry / 08/2026

Jara mpou3BoacTBa [onen no

Analysis performed according ND / Ananns nposene no HJL: 11 N013283/01 dt 13.07.2023 /
11 N013283/01 or 13.07.2023

8

Subdivision of tablets /
OaHOpPOAHOCTHL MACC NPU
JeJeHUH TA0JIeTOK

Complies as prescribed /
CootrsercrByeT TpebOBaHUAM

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 TPeOOBAHUSIM,
ecni He Oonee 1  eauHuunas Macca
orkiIoHaeTcs 3a npeneisl 85 % - 115 % or
cpenHei MAacChl. TaGnerku He
COOTBETCTBYIOT TpeOOBaHHAM, eclid Oolree
yem 1 MHAMBUyaTbHAS MAcCa OTIITIOHAETCA
OT 9THX TIpenefioB  WiH, ecmd 1
MHAMBUAYaNbHAs Macca OTKIOHAETCs 3a
nipenenbl 75 % - 125 % ot cpeameit Maccsl.

Microbiological purity* / Mukpo6uosiornieckas 4uacrora*

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / Ob1riee uncio He Gomee 1000 KOE/r
a3poOHBIX MUKPOOPraHU3MOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g /
moulds count / O6Luee uncno He Gosee 100 KOE/r
JPOMOKEBBIX ¥ INTECHEBBIX

rpuboB

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

OtcyTtctBHe B 1 1

Remarks : The Product confirms to ND/
IIpumeuanue: IIpoaykr cooTBeTcTBYET Tpebopanuam HJJ

Conclusion : APPROVED /
3axmouyenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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vhicunigulicu wupy

CERTIFICATE OF ANALYSIS

CEPTHOPUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
| [pouyxr: Llerpus, mabnerki, nokpuiThie MIeHOYHOH 06oouKoi, 10 mr

Batch No / B2303500 Batch Quantity / : 955.000 KG /
| Cepus Ne O6BeM cepuu 955,000 KI"

Analytical Report No / 2002FP23002496 Date of Analysis/ 28-10-2023

AHajiurhueckunit otyer Ne JlaTa ananusa

Date of Manufacture / 09/2023 Date of Expiry / 08/2026

Jara nmponsBonacTea Tozien no

Analysis performed according ND / Ananua nporeaen no HZ: TIN013283/01 dt 13.07.2023 /
ITN013283/01 or 13.07.2023

10

Packaging / Ynakoska

10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient
information leaflet in a carton. / Ilo
10 tabnerox B
[IBX/TBAX//antoMUHEEBOM
6auncrepe. Ilo 3 Gaucrepa BmecTe ¢
UHCTPYKUMEH N0  MPUMEHEHUIO
yIaKOBaHbI B IIAYKy KapTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
m a carton. / Ilo 10 tabnerok B
[IBX/TIBJIX//antomunueBom Gnucrepe. Ilo
2 win 3 6nMcTepa BMECTE C MHCTPYKIMEH Mo
NPUMEHEHUIO  YNaKkOBAHLI B MAYKy
KapTOHHYTO.

11 | Labeling / MapkupoBka According to ND / B coorercreuu ¢ HJ|

12 [ Storage conditions / At temperature below 25 °C. / I1pu remneparype ne seiwe 25 °C.
Xpanenue

13 | Shelf life / Cpox roasocTn 3 years /3 ropa

*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 / [Ipogooumcs npouszeooumenem npu G6INYCKke NEPUOOULECK.: Ons
kaxcoot 20-0ti cepuu unu e menee 1 paza ¢ 200. Ilokazamens moscem Ovime He exkmioven 6 Cepmugyuxam

ananusa Gupmol.

Remarks : The Product confirms to ND/
ITpumevanue: [pogykT cooTBeTcTBYET TpeboBanusam HJL

Conclusion : APPROVED /
3akaiouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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ELECTRONIC SIGNATURES

Dr.Reddy’s Q¢

B2303500

Title

Document No. | QUA-FT02-2712
- Version - 1.0, CURRENT

Approved Date

28-Oct-2023

Prepared By P00021162 Latha Dasi 28/10/2023
20:47:21

Reviewed And P00034556 V Krishna Nimmakayalal 28/10/2023
Approved By 20:53:39

Approved By QA P00019846 K Narayana Swamy 28/10/2023
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