Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIM3A

[ Product : Cetrine film-coated tablets 10 mg
TpoaykT: TleTpuH, TabaETKH, IOKPHITHIC M/1CHOUHOH 0bonouKoi, 10 Mr

Batch No / B2304346 Batch Quantity / : 955.000 KG/
Cepust Ne Obbem cepuu 955.000 KI”
Analytical Report No / . 2002FP24000007 Date of Analysis / : 05-01-2024
AnanuTtuueckuii ordeT Ne [Jara ananusa

Date of Manufacture / 12/2023 Date of Expiry / . 11/2026
/JlaTa npo13B0ACTBA Topen po

Analysis performed according ND / Ananus nposeaen no HJI: TINO13283/01 dt 13.07.2023 /
T1N013283/01 or 13.07.2023

Ne

Test / TloxaszaTeanh

Result / PesynabTaThl

Specitication / Hopma

1

Description / Onucanue

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyriisie ABOSKOBBIILYKIIBIE
TabJIeTKM, OKPEITHE [TIEHOYHOH
060s104KolM Genoro upera, ¢ pUCKON
Ha 0JHO# cTopoHe. Ha nonepe4uHom
paspese sapo Genoro upeTa.

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. / Kpyrible IBOSKOBBIIYKIEIE
TabJIeTKy, TIOKPBITHIE IJICHOYHOH
ofonoukoi Ocnoro uau nouru Oenoro
uBeTa, ¢ pUCKoil Ha OAHOM cropotie. Ha
noriepedHoM paspese Apo ot Gemoro 10
noutu 6enoro uBeTa.

Remarks : The Product confirms to ND/
Hpumeyanne: IIponyKT COOTBETCTBYET TpeboparusM HJJ

Conclusion : APPROVED /
3axaouenue: OJJOGPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHDHKAT AHAMFI3A

Product : Cetrine film-coated tablets 10 mg

[posyxr: Herpun, TabneTkn, NOKPHITHIC MICHOYHON 000104KOi, 10 mr

Batch No / B2304346 Batch Quantity / : 955.000 KG/
Cepus Ne O6bem cepuu 955,000 KI'
Analytical Report No / : 2002FP24000007 Date of Analysis / : 05-01-2024
AnanuTHdeckuii otdeT Ne JlaTa aHanu3a

Date of Manufacture / o 12/2023 Date of Expiry / . 1172026
Jlara npon3BoACTBa T'opeH no

TIN013283/01 ot 13.07.2023

Analysis performed according ND / Ananns nposeaen no HJI: TTNO13283/01 dt 13.07.2023 /

2 | Identification. Cetirizine / HopanuaHocTs, LleTHpusyun

1. HPLC/BD2XX

Complies as prescribed /
CooTeeTcTBYET 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 ynpepxuranus
OCHOBHOTO MNHMKa HA  Xpomarorpamme
MCTIBITYEMOTO pactBopa JIOJIXKHO
COOTBETCTBOBATH BPEMEHU  YAEPIKHBAHHS
OCHOBHOTO TIMKa Ha  XpoMaTorpamMMe
pacteopa CTaHAapTHOrO obpasua
LUETHPH3MHA ruapoxJjopusa (pasnen
«KonnyecTBeHHOE ONpeeNeHues ).

2. UV spectrophotometry /
VO-cnekTpohoToMeTpHs

Complies as prescribed /
CooTBeTCTByeT 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. / V®-cnektpsl
MOTTIOEHUA MCIBITYEMOTO  pacTBOpa |
pacTBOpa CTaHAAPTHOTO obpasia
LETHpU3UHA TUIPOXIOpHIa B 00IacTd oT
200 ao 400 HM NO/OKHBI UMETb MAKCUMYMBI
NOrJIOWIEHUS TPU OAHON M TOH K€ AJIMHE
BOJHBI C JOIYCTHMEBIM OTKJIOHEHHeM £ 2
HM.

3 | Water / Boga

3.1% w/w/3,1%

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

4 | Uniformity of dosage units /
OanopoAHOCTD
MO3HPOBAHMSA

37/3,7

Acceptance value (AV) should be not more
than 15.0 / [Ilokasarens npHEMIEMOCTH
(AV) nomken 651Th He Gonee 15,0.

Remarks : The Product confirms to ND/

Ipumeuanue: [IpoaykT cooTBeTcTBYeT TpeboBanusaM HJ

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy

Page 2 of 6

Printed Date & Time (IST): 07-01-2024 22:10:03




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg
TpoaykT: lleTpuH, Ta0NETKU, NOKPbITbIE MJICHOUHOH 0bonoukoi, 10 mr

Batch No / B2304346 Batch Quantity / : 955.000 KG/
Cepus Ne Obbem cepun 955,000 KT'
Analytical Report No / : 2002FP24000007 Date of Analysis / 05-01-2024
AnanutHdeckuii oraet Ne Jlata anamusa
Date of Manufacture / 12/2023 Date of Expiry / 11/2026

| Jlara nponsBoscTBa T'one 0

Analysis performed according ND / Ananus npoeeaen no HJI: TTN013283/01 dt 13.07.2023 /
ITN013283/01 ot 13.07.2023

PoxcrpenHbie NPHMECH

5 | Dissolution / PacTBopenne Unit-1/ Tabn.~1 98% Not less than 80% (Q) of the labeled amount
- = of  C,HyCIN,O;-2HCI (cetirizine
Unit-2 / Taba.-2 S dihydrochloride) after 30 min. / He meHee
Unit-3 / Ta6n.-3 99% 80 % (Q) OT HOMMHANBLHOTO cOmEPIKAHMS
Unit-4 / Ta6n.—4 96% C21H25C1N203’2HC1 (I_[eTI/IpPISI’IHa
IUrugpoxiopun) depes 30 Mum.
Unit-5 / Tabn.-5 99%
Unit-6 / Tabn.-6 98%
6 |Related Impurities by HPLC/

Impurity A / TIpumecs A

Impurity B / [1pumecs B

Impurity C/ Tlpumecs C

Impurity D / TTpumecs D

Impurity E / [Ipumecs E

Impurity F / TIpumeck F

Any individual unidentified
impurity / JtoGas eauHyMuHasL
HenmeHTHPHUIIHPOBAHHASL
MpHUMecCh

Less than Limit of Detection (LOD =

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

0.005%) / Huke mpenena
obuapyxenus (I10O = 0,005%)

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

Less than LOQ (LOQ = 0.010%) /

Not more than 0.2 % / He Gonee 0,2 %

Huxe npeaena KOJIMYECTBEHHOTO
onpenenenns (ITKO = 0,010%)

Not more than 0.2 % / He Gonee 0,2 %

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

Not detected / He oBHapy:keHa

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

Not detected / e oGHapykeHa
0.04% / 0,04%

Less than Limit of Detection (LOD =
0.015%) / Haxxe npenena
obnapyxenuns (I10 = 0,015%)
0.07%/0,07%

Not more than 0.2 % / He Gonee 0,2 %

Total impurities /
Cymma npumeceit

0.1%/0,1%

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

Assay / KoinuecTBeHHoe
onpejesieHue

10.07 mg / 10,07 mr
100.7% /100,7%

Not less than 9.0 mg and not more than 11.0
mg C21H25C1N203 -2HC1 (cetin'zine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr no 11,0 mr
C5;H,5CIN,O5-2HC1 (ueTHpu3uHa
nuruapoxyiopun) B Tabnetke (ot 90 Y% mo
110 % oT HOMUHANILHOIO COAEPIKAHUL).

Remarks : The Product confirms to ND/
Ipnmeyanue: [Ipoaykr coorBeTcTByeT TpeboBanusam HJL

Conclusion : APPROVED /
3akmouenne: OJIOEPEHO

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy

Page 3 of 6

Printed Date & Time (IST):

07-01-2024 22:10:03




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUPHKAT AHAJTN3A

Product : Cetrine film-coated tablets 10 mg
TpoaykT: LleTpuH, TabaeTku, MOKPbIThIE NeHOUHOH 060nouKoi, 10 mr

Batch No / B2304346 Batch Quantity / : 955.000 KG/
Cepus Ne O61em cepuu 955,000 KI'
Analytical Report No / : 2002FP24000007 Date of Analysis / . 05-01-2024

AHangTuueckuii otyer Ne

Jlara aHann3a

Date of Manufacture / 12/2023 Date of Expiry / o 1172026
ara NpoU3BOACTBA TopeH no

Analysis performed according ND / Anannz npoeeaen no HJI: TIN013283/01 dt 13.07.2023 /
TIN013283/01 ot 13.07.2023

8

Subdivision of tablets /
OaHOPOAHOCTH Mace IPH
AeJIeHHH TADJIETOK

Complies as prescribed /
CoOTBETCTBYET TPeOGOBAHHUIM

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. /
Tabnerky COOTBETCTBYIOT — TpeOOBaHMSM,
ecnin  He OGonee 1 eawHuuHas Macca
oTKIIOHsETCs 32 mpeaeisl 85 Y% - 115 % or
cpenHeit MaccChl. Tabnerku He
COOTBETCTBYIOT TpeGoBaHMAM, ecau Gonee
yeM 1 MHAMBHOYaNbHAS Macca OTKIIOHAETCS
OT 3TMX  fpegenoB Wi, ecan 1
HHAMBYIOyajbHas Macca OTKIOHJETCS 3a
npenensl 75 % - 125 % ot cpenHeii Macchl.

Microbiological purity* / MuxpoGuoJsiorn4eckas YHCTOTa*

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / O61mee umncio He Gonee 1000 KOE/r
adpO0HBIX MUKPOOPraHHU3MOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g /
moulds count / O6ee uucno He Gonee 100 KOE/r
JIPOAOKEBBIX U TIECHEBbIX

rpuboB

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

OtcyrctBHEe B 1 T

Remarks : The Product confirms to ND/

Ipumeuanne: [IpoayKT COOTBETCTBYET tpeboBanusm HJT

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy
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Printed Date & Time (IST): 07-01-2024 22:10:03




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg
Ipoayxr: LleTpuH, TAONETKK, NOKPBITHIC NICHOYHOM obonouxoit, 10 Mr

Batch No / B2304346 Batch Quantity / : 955.000 KG/
Cepust Ne Ob6bemM cepuu 955,000 KI'
Analytical Report No / . 2002FP24000007 Date of Analysis / 05-01-2024
AHanuTHuecKiii oTyeT Ne Jara ananusa

Date of Manufacture / 12/2023 Date of Expiry / 11/2026
Jlara npousBoacTBa Tonen oo

ITN013283/01 ot 13.07.2023

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

10 | Packaging / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient
information leaflet in a carton. / To
10 TabIETOK B
NBX/TNBIX//amoMuHHEBOM
6mucrepe. [lo 3 Gmucrepa BMecTe ¢
MHCTPYKUMEH [0 [PUMEHEHHIO
YMaKOBaHbI B 14Ky KapTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
im a carton. / Tlo 10 Tabnetok B
TIBX/TIBIX//antomunreBom Gaucrepe. TTo
2 unu 3 GnucTepa BMECTE C MHCTPYKIMEH 1o
OPUMCHEHWIO ~ YNAKOBaHbl B IAYKy
KaPTOHHYIO.

11 | Labeling / MapkupoBka

According to ND / B coorsercteun ¢ HJL

12 | Storage conditions /

Xpanenne

At temperature below 25 °C. / ITIpu Temneparype He sbiwe 25 °C.

13 | Shelf life / Cpox rognoctn

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 / [Ipogodunics npou3e00UIMeneM NPy 6LINYCKE NEPUOOUUECKU. ONA
kanicooti 20-0ii cepuu unu ne menee 1 paza 6 200. Ilokazamene modxcem boime He exmoven 6 Cepmucpuxam

ananu3da Hupmsl.

Remarks : The Product confirms to ND/
Ipumeuanne: I1ponykT cooTBeTcTBYeT TpeboBanuaM HJL

Conclusion : APPROVED /
3akmouenne: OJJOGPEHO
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Printed By: K Narayana Swamy
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Uncontrolled Copy

ELECTRONIC SIGNATURES

Dr.Reddy’s Q!‘
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