Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
[Product Cetrine film coated tablets, 10 mg '
Mpoaykr Lletpun® Tabnerku, NOKPhIThIE NEHOUHOI 060104KO#, 10 MI -
Batch No / B2300881 Batch Quantity / 687.600 KG /
Cepus Ne I O0Bem napTun 687,600 KI'
Analytical Report No / : 2002FP23000697 Date of Analysis / ¢ 13-03-2023
AnaaaTu4ueckKnii oTuer No - JaTa agaausa |
Date of Manufacture / 02/2023 Date of Expiry / 01/2026
JaTa npousBoacTBa Togen go

Analysis performed according ND / Anaans nposeaen no H: ITN013283/01-160919 (amend Ne 1 from
12.05.2020 / wam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / w3m. Ne 2 ot 07.10.2021)

Ne [Test/TokasaTenn

Result / PesyabTaThl

| Specification / Hopma

1 Description / Onncanne

White coloured, round, biconvex film
coated tahlet with a breakline on one side.
White core on a cross section. / Kpyriere
[IBOSKOBBITYKIIbIE TAONETKW, [OKPBITbIE
nneHouHoit obonouxoit Genoro upera, ¢

puckoii HWa  omHofi  cropowe. Ha
HollEpedHOM  paspese — saapo  Genoro
mBeTa.

| White or off white coloured, round,
biconvex film coated tablet with a
breakline on one side. White to off-
white core on a cross section. /
KpyTrnele HBOSIKOBBIMYKIIBIE TaBICTKH,
MOKPBEITBIE  THICHOTHONH  oBomoukoti
Genoro wnn TouTw 6enoro usera, ¢
puckoif Ha oupHoit cTopome. Ha
TOTEpPEeYHOM paspese — AIPo oT Genoro
1o mouTwH Genoro usera.

2 Identification by HPLC/
[TomgmuurocTs

Complies as prescribed /
CooTBeTCTBYET

The retention time of the main peak
in the chromatogram of test solution
should correspond to the retention
time of the main peak in the
chromatogram of cetirizine
dihydrochloride reference standard
solution (section Assay). /

Bpems  ymepuBaHHWs OCHOBHOIO
nvka HA XpoMmaTorpaMmme
HCMBLITYEMOr0  PacTBOpa  JOJDKHO
COOTBETCTBOBATH BpeMeHH
yIepkHBaHUs OCHOBHOTO TIHKAa Ha
XpomaTorpaMmMe pacrBopa
CTaHmApTHOTO o0pa3la LeTHPH3INHA
ruapoxnopuaa (pazmen
«KonmyecTBeHHOE OTIpEeTIEHAE).

3 Average weight / Cpeansis
Macca

4 | Water / Bona

189.4mg / 1894 wmr

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr £ 3,0% (or 185,3 Mr mo
196,7 Mr)

2.3% w/w /2,3%

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

5 Uniformity of dosage units
/ OmHOpOIHOCTH
N03UPOBaHUS

29729

The acceptance value (AV) should be
less than or equal to 15.0 /
ITokazarens npuemiemMoctu (AV)
noikeH ObIThL He Oonee 15,0.

Remarks : The Product confirms to ND/
ITpumeuanue: [ponykT cooTBeTcTBYET TpeOoBaraM HJI

Conclusion : APPROVED /
3akawuenne: OJIOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product Cetrine film coated tablets, 10 mg
IpoaykTt Lerpuu® TabyieTku, IOKPbLIThIC NISHOUHO 0001104K0i, 10 M
Batch No / B2300881 Batch Quantity / 687.600 KG /
Cepua Ne B  |Obbem mapTum 687,600 KI"
Analytical Report No / : 2002FP23000697 Date of Analysis / 13-03-2023
AnanurHueckuii otyer No JIaTa anajansza
Date of Manufacturc / 02/2023 Date of Expiry / 01/2026
JlaTa mpoM3BOACTEA Toaen go

Analysis performed according ND / Anaans nposenen mo HJI: IT N013283/01-160919 (amend Ne 1 from

12.05.2020 / wam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 ot 07.10.2021)

[ Ne Test /_Uo_lcasaTeJlb_

Result / PesynnTaTht

| Specification / Hopma

6 Dissolution / PactBopenmne

100%, 99%, 97%, 97%, 99%, 100%

Not less than 80% (Q) of the
|labeled amount of
C, H,5CIN,05-2HCI (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He MeHee % Q) or
HOMMHAJIEHOTO cofepKaHus
C H,5CIN,O5-2HCI (uetupusuna
nuruapoxsopun) wepes 30 MuH.

80

7 _Impurities by HPLC/
PopcTeeHHBIE TPHMECH

g) Any unspecified impurity |y 069 / 0,06%

Jrobas eqnHuyHan
HEeWAeHTHPHULINPOBAHH
ast prMech

h) Total impurities / Cymma  [0-1% /0,1%

npumeceit

ETHPU3WHA

a) Impurity A / Not detected / He o6HapyxeHa
npumech A

iy B/ Not detected / He obHapyxeHa
npumece B

c) Impurity C/ 0.02% / 0,02%

npumecs C

) kmpurity D / Not detected / He 06HapyxkeHa
npumecs D

e) Impurity E /

npumecs E 0.02% /0,02%

f) Impurity F / Less than Limit of Detection
npumect F (LOD=0.015%)

a) Not more than 0.2 % / ne 6onee 0,2
%

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

c) Not more than 0.2 % / ve 6onee 0,2
%

d) Not more than 0.2 % / ue 6onee 0,2
%%

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

f) Not more than 0.2 % / e Gonee 0,2
%

g) Nol more than 0.2% /
He 6onee 0,2%

h) Not more than 2.0% /
He 6Gonee 2,0%

Remarks : The Product confirms to ND/
TMpumeuanne: [Iponykr cooreeTcTBYeT Tpebopaunam HJI

Conclusion : APPROVED /
Zaxmaouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJTH3A

(Product Cetrine film coated tablets, 10 mg
IIpoayxT 1leTpnH® TaGneTKH, NOKPLITLIC TIEHOYHOH 000104K0#, 10 Mr
Batch No / B2300881 Batch Quantity / 687.600 KG/
Cepnsi Ne . Oobem naprum 687,600 KI'
Alialytical Report No / : 2002FP23000697 Date of Analysis / 13-03-2023
AHaTuTHYecKHii oTyeT No Jarta ananusa I
Date of Manufacture / 02/2023 Date of Expiry / 01/2026
JaTa npoussoAcTBA T'ogen g0
Analysis performed according ND / Auasmms nposeaen no H: T N013283/01-160919 (amend Ne 1 from
12.05.2020 / w3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 o1 07.10.2021)
[No | Test/TTokasarenn Result / PezyabTaThl Specification / Hopma
8 Microbial limits /
MukpoGuomornueckas
YUCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / Obiee yncio Menee 10 KOE/r He 6onee 1000 KOE/r
a’po0HbBIX MUKPOOPIaH3MOB
INot more than 100 CFU/g /
b) Total combined yeasts and [Less than 10 CFU/g/ He Gonee 100 KOE/r
mould count / O6uiee yucno  [Menee 10 KOE/r
IPOXOKEBBIX W IITIeCHEBBIX
rpubos Shall be absent in 1g / OTcyTcTBue B 1
Absent in 1g / OrcyterByeT B IT r
c) E. coli
9 Assay / KomnuecTBeHHOE 10.02 mg/ 10,02 mr Each film coated tablet contains nof
onpeneneHue less than 9.0 mg and not more than 11.0
mg  CyHpsCIN,O3-2HC]  (cetirizing
dihydrochloride) per tablet / Ot 9,0 ™1
10 1 1,0 MI C2|H25C1N203'2HC]
(UeTHpU3UHA  AUTHAPOXJIOPHA) B
. TabmeTKe.
10 Package / YnakoBka 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
2 blisters and patient information leaflet in jor 3 blisters and patient information
a carton. / [To 10 TabneTok B leaflet in a carton. "In bulk"” package:
[IBX/amomunnerom Oimctepe. [o 10 blisters in a carton. 252 cartons in
2 6nucTepa BMecTe ¢ MHCTpyKUuWel no  |master carton.
TpUMEHEHWIO YTIaKOBAHBl B MTAYKy / T1o 10 Tabnerox B
KapTOHIIYIO. [MBX/amoMunneBom 6nucrepe. T1o 2
Wi 3 GrucTepa BMecTe ¢
MHCTPYKUMEN MO IPUMEHEHHTO
YNaKoBaHbl B MaUKy KapTOHHYIO.
Ynakoeka  "in-bulk": Ilo 10
OIICTEpOB TOMEIIAIOT B KAPTOHHYIO
kopobky. Tlo 252 KapToHHBIE
KOpOOKX MOMELatOT B KapTOHHBIN
L - kopob. -
11 Labeling / Mapkupogxa According to ND / B cootserctuu ¢ H/J
12 Storage conditions / At temperature below 25 °C. / Tlpu Temneparype He Bbile 25 °C,
X paHeHue
13 Shelf life / Cpok roaoctn  [3 years / 3 roma o - -
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
TMpumeuanue: [TpomykT cootBeTcTRYeT Tpeborannsm HJL 3axawuenune: ONOBPEHO
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Uncontrolled Copy

ELECTRONIC SIGNATURES

Dr.Reddy'’s Q{o‘
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B2300881

Document No.
- Version
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